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MEMORANDUM DECISION ON MOTION TO EXCLUDE AND RECOMMENDED
DECISION ON MOTIONS FOR PARTIAL SUMMARY JUDGMENT

In this case involving dams of Medicaid fraud and violations of the False Clams Act and the
Comprehensive Drug Abuse Prevention and Control Act by a methadone clinic located in Westbrook,
Maine, both parties have filed motions for summary judgment which address Count 4 of the Second
Amended Complaint. The defendant’s motion aso involves severd other counts. Thedefendant hasaso
filed amotion to exclude certain expert testimony proffered by the plaintiff. 1 deny the motion to exclude
and recommend that the court deny the plaintiff’s motion for partid summary judgment and grant the
defendant’s motion in part.

|. Motion to Exclude

The defendant seeks to exclude dl or part of the testimony of Michad LaCombe, M.D. and
Nicholas Reuter, M.P.H. Moation to Exclude Certain Testimony by Pantiff’'s Experts (“Mation to
Exclude’) (Docket No. 133) at 2-4. It “objectsto any testimony by Dr. Lacombeabout the back- datingof

documents or about whether Dr. [ Shinderman] practiced medicine in Maine without alicense” 1d. at 3.



The defendant offers the following reasons why Dr. LaCombe should not be dlowed to testify about the
backdating of documents:

It isuncdear what, if any, scientific, technicd or specidized knowledge that Dr.

Lacombe hasto offer an opinion that adocument isbackdated. Dr. Lacombe's

report, which accompanied the Plaintiff’ s expert designation, smply offers the

conclusion and nothing more that certain treetment plans have been backdated.
Id. Thisisan gpparent reference to the requirements that expert testimony be reliable and that an expert
witness be qudified to express the opinion to be dicited. Fed. R. Evid. 702.

Theplantiff statesthat Dr. LaCombe will expressthe opinion that the defendant backdated certain
records, “which is contrary to the applicable standards for medica record-keeping.” Oppostion to
Defendant’ s Motion to Exclude Certain Expert Testimony (“ Expert Opposition”) (Docket No. 138) at 1.
In the expert witness designation served by the plaintiff, Dr. LaCombe's report is incorporated by
reference. Dr. LaCombe Expert Dedgnation (“LaCombe Desgnation”) (Attachment 4 to Expert
Opposition) at 2. The defendant’ s characterization of LaCombe sreport — asdidtinct fromthe plaintiff’s
desgnation — isincomplete. Thereport isadmittedly brief, but it doesoffer morethan amere conclusion,
referring the reader to specific pages in the patient records which “suggedt[]” backdating. LaCombe's
Expert Opinion (Attachment 2 to Expert Opposition) I 13. It may well bethat Dr. LaCombe believesthat
the backdating is obvious and needs no further explanation; if so, expert opinion on that point would not be
necessary. However, to assert that backdating is* contrary to the applicable standardsfor media record-
keeping,” LaCombe Designation 1 2(a), does require expert testimony.

In a declaration attached to the plaintiff’s opposition to the motion, Dr. LaCombe states that he

served from 1991 to 2000 on two national standards- setting organi zations, the American Board of Interna

Medicine and the American College of Physicians Board of Regents, which organi zations, working together



with the severd American Boards of Medica Specidties, set standards for medical practice and care,
including standards for the maintenance of medical records. Declaration of Dr. Michad LaCombe
(“LaCombe Decl.”) (Attachment 1 to Expert Opposition) 7. Dr. LaCombe“participated in the process
of setting those sandards” 1d. Heaso hasexperienceasapracticingphyscianinMaine. 1d. 8. Thisis
aufficient to qualify Dr. LaCombe to testify about medica record-keeping standards and practicesand to
make histestimony reliable. The defendant offersno suggestion that such standardsvary with the speciaty
practiced by a particular physician.

With respect to Dr. LaCombe's anticipated opinion that Dr. Shinderman practiced medicine in
Maine without alicense, the defendant asserts that the question “whether Dr. Shinderman waslicensed to
practice medicine in Maine after a certain dae’ is “a legd [question] to which it is doubtful that Dr.
Lacombe offers any specidized knowledge.” Motion at 3. So phrased, the question may well be alega
one. The opinion Dr. LaCombe will offer, however, is not whether Dr. Shinderman' s license to practice
medicine in Maine expired on August 9, 2002, but rather whether Dr. Shinderman practiced medicinein
Maine after that date. LaCombe Designation at 2; LaCombe Decl. § 8. Like dl expert witnesses, Dr.
LaCombein histestimony assumes certain facts asthey have been presented to him by the party offering his
tesimony. Inthiscase, histesimony assumesthat Dr. Shinderman’ slicenseto practice medicinein Maine
expired on August 9, 2002. Thefact that the parties may differ asto the date on which Dr. Shinderman’s
license to practice medicine in Maine expired, if a al, does not render Dr. LaCombe's testimony
inadmissble. Dr. LaCombeisqudified to testify about whether Dr. Shinderman’ s activities after Augus 9,
2002 condtituted the practice of medicine rather than consulting.

In its reply memorandum, the defendant asserts that the plaintiff in its oppogtion “atempts to

redefine the particulars of its experts expected testimony and the qualification of those expertsto give the



proffered tesimony.” Def[e]lndant’'s Reply to Plantiff’s Oppostion to Mation to Exclude Certain
Testimony, etc. (“Expert Reply”) (Docket No. 152) at 1. It offersno specific discusson or citationto any
document to support its contention that the plaintiff has* redefined” Dr. LaCombe' squdificationsand none
isapparent in the record made available to the court. With respect to hisexpected testimony, the defendant
dates that “Plantiff now indicates that Dr. Lacombe will opine on the differences between practicing
medicine and consulting on medicd issues. . ..” 1d. Thisisnothing new. In itsexpert desgnation, the
plantiff sated, inter alia: “[1]tisDr. LaCombe sexpert opinion that Dr. Shinderman practiced medicinein
Maine after his license expired on August 9, 2002. . . . Moreover, CAP's records reflect that Dr.
Shinderman’ s conduct was more cons stent with the role of an attending physician at the clinic, as opposed
to a‘consultart.”” LaCombe Designation at 2. The defendant goes on to assert that “ Plaintiff does not
provideany convincing evidencethat itsexpert, acardiologist by training, isquaified to testify about such an
iIssue asit rdates to the practice of addiction medicineby apsychiatrist inamethadonedinic.” Reply at 1-
2. Thereisno need for the plaintiff to provide any such evidence, let done “convincing” evidence, in the
absence of any authority for the propostion that the distinction between practicing medicine and medica
consulting differs from medical specidty to medical specidty. Dr. LaCombe's opinion is expressed in
generd terms. On the showing made, thet is sufficient.*
With respect to Reuter, the defendant asserts that

[i]t is not clear from ether Plaintiff’s expert desgnation or from Mr. Reuter’s

report whether he intends to offer an opinion about whether aparticular patient

medicdly or dlinicdly needed a so-called split-dose of methadone. It does not

appear from Mr. Reuter’s recitation of his background and experience in his
report that he is qudified to offer an opinion aout whether an OTP patient

! The defendant asserts that “it is also questionable whether such testimony would actually assist the trier of fact to
understand the evidence.” Expert Reply at 2. In the absence of developed argument, the court will not consider this
tentative yet conclusory assertion.



medically needs a split-dose of methadone. . .. Inasmilar ven, it gopearsthat

Mr. Reuter might try to offer an opinion as to whether a particular OTP patient

received adequate substance abuse counseling as clinicaly necessary; whether a

patient received an adequate level of counseling in the early stabilization phase of

treatment; and whether apatient’ strestment plan wasindividualized. Thereisno

indication in the Plaintiff’s expert designation of Mr. Reuter or in Mr. Reuter’s

recitation in hisreport of hisbackground and experience that indicatesthat heis

quaified to offer an opinion on such matters.
Motion at 4. The plaintiff respondsthat Reuter will testify on the question whether the defendant’ srecords
include the necessary documentation and approvals for alowing the patient to take methadone home, not
whether aparticular patient medically or dlinicaly needed aplit- dose of methadone. Expert Opposition at
5. Thisdigtinction is critica and isignored by the defendant. In its reply, the defendant asserts that “the
Faintiff continuesto inggt thet this expert is qudified to assess whether a methadone patient isdinicaly a
candidatefor plit-dose methadone,” citing asan example“testimony that [the plaintiff] expectstodicit from
Reuter” the statement “1 can find no record . . . that would help confirm that the patient isafast metabolizer
and dinicdly a candidate for split dosng.” Expert Reply at 2. That statement is not in any sense an
expression of an opinion that the patient at issuewas or wasnot “cdlinicaly acandidatefor solit dosing.” Itis
astatement that the required records that would document that the patient at issuewasdlinicaly acandidate
for solit dosing are not present at the defendant’ sfacility.  When the testimony is properly characterized,
Reuter’ sextengve qudificationsto giveit are gpparent. Expert Opposition at 4-5; Second Declaration of
Nicholas Reuter (Attachment 6 to Expert Opposition) 11 4-6.

With respect to Reuter’s anticipated testimony about the counsgling of and treatment plans for

particular patients, the defendant appearsto chalenge only hisqudificationssoto testify. Thequdifications

cited immediately above are sufficient to dlow Reuter to give this testimony as wdl. In its reply, the

defendant assertsthat “ Plaintiff’ s response d so raisestheissue of whether Mr. Reuter’ s expected testimony



ingppropriately renders opinions which are matters of law for the Court. . . . To the extent Mr. Reuter’s
testimony is intended to describe the plaintiff’ s interpretation of the regulations, it is improper.” Expert
Reply at 2. The defendant does not identify thelanguagein the plaintiff’ sopposition that raisesthis specter,
and | see nothing to judtify the defendant’ s asserted fear. Should counsd for the plaintiff ask ingppropriate
questions of Reuter at trid, the usud procedure of asserting an objection before an answer isgiven should
auffice.

The motion to exclude is denied.

II. Motionsfor Partial Summary Judgment
A. Summary Judgment Standard

1. Federal Rule of Civil Procedure56. Summary judgment isappropriateonly if therecord shows“that
thereisno genuineissue asto any materid fact and that the moving party isentitled to judgment as amatter
of law.” Fed. R. Civ. P. 56(c); Santoni v. Potter, 369 F.3d 594, 598 (1<t Cir. 2004). “In thisregard,
‘materid’ means that a contested fact has the potential to change the outcome of the suit under the
governing law if the dispute over it isresolved favorably to the nonmovant. By liketoken, ‘genuing means
that *the evidence about the fact is such that areasonable jury could resolve the point in favor of the
nonmoving party.”” Navarrov. Pfizer Corp., 261 F.3d 90, 93-94 (1st Cir. 2001) (quoting McCarthyv.
Northwest Airlines, Inc., 56 F.3d 313, 315 (1st Cir. 1995)).

The party moving for summary judgment must demondrate an absence of evidenceto support the
nonmoving party’s case. Celotex Corp. v. Catrett, 477 U.S. 317, 325 (1986). In determining whether
this burden is met, the court must view the record in the light most favorable to the nonmoving party and
give that party the benefit of dl reasonable inferencesinitsfavor. Santoni, 369 F.3d at 598. Once the

moving party has made a preliminary showing that no genuine issue of materid fact exists, the nonmovant



must “ produce specific facts, in suitable evidentiary form, to establish the presence of atridworthy issue”
Triangle Trading Co. v. Robroy Indus., Inc., 200 F.3d 1, 2 (1t Cir. 1999) (citation and internal
punctuation omitted); Fed. R. Civ. P. 56(¢). “Asto any essentid factud dement of its clam on which the
nonmovant would bear the burden of proof at trid, its falure to come forward with sufficient evidence to
generate atridworthy issue warrants summary judgment to the moving party.” Inre Spigel, 260 F.3d 27,
31 (1st Cir. 2001) (citation and interna punctuation omitted).

As to Count 4 of the Second Amended Complaint, the parties have filed cross-motions for
summary judgment. “This framework is not dtered by the presence of cross-mations for summary
judgment.” Cochranv. Quest Software, Inc., 328 F.3d 1, 6 (1t Cir. 2003). “[T]he court must mull each
motion separately, drawing inferences againgt each movant inturn.” 1d. (citation omitted); seealso, e.g.,
Wightman v. Springfield Terminal Ry. Co., 100 F.3d 228, 230 (1<t Cir. 1996) (“Cross motions for
summary judgment neither ater the basic Rule 56 sandard, nor warrant the grant of summary judgment per
se. Cross motions Smply require us to determine whether either of the parties deserves judgment as a
matter of law on factsthat are not disputed. Asadways, weresolveadl factud diputes and any competing,
rationd inferencesin the light most favorable to the [nonmovant].”) (citations omitted).

2. Local Rule56. Theevidencethe court may congder in deciding whether genuineissues of materid fact
exig for purposes of summary judgment is circumscribed by the Locd Rules of this Didtrict. SeelLoc. R.
56. The moving party must firg file astatement of materid factsthat it damsarenotin dispute. SeeLoc.
R.56(b). Eachfact must be set forth in anumbered paragraph and supported by aspecific record citation.
Seeid. The nonmoving party must then submit aresponsive “ separate, short, and concise” statement of
materid factsinwhich it must “admit, deny or qudify thefactsby reference to each numbered paragraph of

the moving party’ s statement of materid factq.]” Loc. R. 56(c). The nonmovant likewise must support



each denid or qudification with an gppropriate record citation. Seeid. The nonmoving party may dso
submit its own additional statement of materid factsthat it contends are not in dispute, each supported by a
gpecific record citation. See id. The movant then must respond to the nonmoving party’ s statement of
additiond facts, if any, by way of areply statement of materid factsinwhichit mugt “admit, deny or qudify
such additiond facts by referenceto the numbered paragraphs’ of the nonmovant’ sstatement. Seel.oc. R.
56(d). Again, each denid or qudlification must be supported by an appropriate record citation. Seeid.

Failure to comply with Loca Rule 56 can result in serious consequences. “Facts contained in a
supporting or opposing satement of materid facts, if supported by record citationsasrequired by thisrule,
ghall be deemed admitted unless properly controverted.” Loc. R. 56(€). In addition, “[t]he court may
disregard any statement of fact not supported by a specific citation to record materia properly considered
on summary judgment” and has “no independent duty to search or consder any part of the record not
specificdly referenced in the parties separate statement of fact.” 1d.; see also, e.g., Cosme-Rosado v.
Serrano-Rodriguez, 360 F.3d 42, 45 (1« Cir. 2004) (“We have congstently upheld the enforcement of
[Puerto Rico's smilar locd] rule, noting repeetedly that parties ignore it a their peril and that failure to
present astatement of disputed facts, embroidered with specific citationsto the record, justifiesthe court’s
deeming thefacts presented in the movant’ s tatement of undisputed factsadmitted.” (Citationsand internd
punctuation omitted).

B. Factual Background

The parties statements of materid facts include the following undisputed materid facts.



1. Asto Count 4 (“ Medicaid Fraud And Recoupment—Distributing Methadone in Violation of 42
[C.F.R].88.12()").

One objective of methadone maintenance treatment isfor the patient to reach a*“ comfort zoneg’ in
which the serum methadone levels remain within a thergpeutic range from one dosing to the next. CAP
Quadlity Care sAdditiond Materid Facts (“CAP Additiona SMF’) (Docket No. 144) 6; Government’s
Reply to CAP sAdditiond Statement of Fact (“Plaintiff’ sAdditiona Responsve SVIF’) (Docket No. 151)
1 6. Thedose of methadone required for apatient to reach and say inthethergpeutic rangewill differ from
patient to patient. 1d. If the serum methadonelevel iswithin the thergpeutic range, the patient will not show
sgns of either over- or under-medication. 1d. Most methadone patients require only one daily dose of
methadone, but for some patients, asingle daily doseisnot efficacious. 1d. 7. Thisproblem semsfroma
rgpid decline in serum methadone levels during the dosing interva in those individuds who are rapid
metabolizers of methadone. 1d. Attemptsto block the onset of withdrawa that occurs before the next dose
most often involvesraising the dose of methadone. 1d. Asaresult, patientswho are rgpid metabolizers can
be subjected to both over- and under-medication from one dosing intervd to the next. Id.

Rapid metabolism of methadone results in the patient experiencing withdrawa symptoms before
receiving the next dose of methadone. 1d. §8. Increasing the daily dose of methadone will only result in
over-medication early in the dosing cycle while withdrawa symptomswill till occur later inthecycdle. 1d.
Research has demondtrated that this problem can be solved by shortening the methadone dosing interval
and providing methadone twice a day rather than once aday, which is known as “split-dosing.” Id. § 9.
This does not require an increase in the daily dose of methadone and is an accepted trestment practicein
methadone maintenance programs. 1d. A split-doseresultsin amore consstent blood level of methadone

and the patient remains in the thergpeutic range throughout the day. Id. Split-dosing dlows a patient to



gtabilize and become more functiona, which increases the chances that the patient will remain in treatment.
Id. 1110. For some patients, traveling to the clinic morethan once aday for their methadone may causethe
patients to drop out of treatment. 1d. Under CAP s split-dosing regimen, patients had on-going daly
contact with the clinic and would be observed for at least one dosing adminigration. 1d. 122. By January
2003 new patients at CAP were no longer granted split-dosing privileges and only acomparaively smdl

number of previoudy admitted patients were permitted to have split-dosing privileges. 1d. § 27.

CAPInitidly submitted “exception” gpplicationsto sate regulatory officiasinlate 2001 for someor
dl golit-dose patients. Id. 1 39.

Between September 11, 2001 and January 3, 2003 the defendant had a policy entitled “Split
Dosages and Patient Doses [that] Exceed 100 mg,” which provided, in part: “If apatient exhibits sedation
after two to four hours, however reports withdrawa symptoms later in the day, a split dose would be
recommended. The patient would be required to atend thedinic twicedaily until the counsdor submitsthe
required paperwork to our state and federd regulatory agencies (the patient must have oneillicit drug free
urine before we submit the paperwork).” Amended Statement of Undisputed Materid Factsin Support of
Aantiff’s Mation for Partid Summary Judgment (“Plantiff’s SVIF’) (emphasisin origind) (Docket No.
136) 111, CAPQudity Care’ sResponsesto the Plaintiff’ s Statement of Materid Facts (* CAP Responsive

SMF’) (Docket No. 141) 1 1.? When the defendant provided a patient with “split dos’ methadone, it

% The defendant’ s qualification response to paragraph 1 of the plaintiff’s statement of material facts admits that it
produced the document from which this statement is taken in response to a subpoenaissued by the inspector general of
the Department of Health and Human Services but “ denies that the document was incorporated and made a part of CAP
Quality Care, Inc.’s official Standard Operating Procedure manual during the time frame of 2001 through 2003,” citing
paragraph 6 of the affidavit of Noa Shinderman. CAP Responsive SMF 1. That carefully-worded paragraph of the
affidavit does not support the statement in the responsive statement of material factsfor which it is cited as authority.
Indeed, what Noa Shinderman, president of the defendant, statesisthat “[a]fter asearch of CAP srecords, | could find no
record that the policy reflected in this document was implemented by CAP. In addition, | have no recollection of its
implementation.” Affidavit of Noa Shinderman (Attachment 5to CAP Additional SMF) (“N. Shinderman Aff.”) 1 1, 6.

10



admost dways dlowed the patient to ingest the second portion of the daily methadonedose away from the
clinic; unlessaCAP physician expresdy ordered an * observed split dose,” CAP spatientsdid not return to
theclinicfor observation of ther intake of the second portion of their daily methadonedose. 1d. 2. When
the defendant provided a patient with “split dosg” methadone, it provided that patient two doses of

methadone each day. 1d. 1 3.

The federd opioid treatment regulations set forth under 42 C.F.R. Part 8 include discussion of the
dispensing of opioid trestment medications, essentidly methadone, to opioid dependent individuas. 1d.
4.3 The regulationsimpose restrictions on how methadone is provided to patients for ingestion away from
the clinic, reflecting concernsthat individuas dependent on or addicted to illicit opiateslike heroin, or illicit
opioids, such as oxycodone, pose risks to the public and themsel ves when provided with a substance like
methadone, which hasthe potentid for abuse and diversion. Id. 15-6. Theregulationsincludeaschedule
for digpenang methadone that is tied to the patient’ s time-in-treatment, aswell asaprogram’ sphysician’s
judgment on the patient’ s stability, rehabilitative progress, crimina activity, home environment and other
factors. 1d. 8. A methadone clinic physcian must determine each digible patient’ s suitability for take-

home methadone in accordance with an 8-point list of criteria. 1d. 110.* Anexemption provisionisfound

% Beginning with this paragraph of the plaintiff’s statement of material facts, the defendant states the following objection
to 9 of the paragraphsin this statement of material facts and again to 15 paragraphs in the statement of additional facts
submitted by the plaintiff in opposition to the defendant’s motion for partial summary judgment: “Pursuant to Local Rule
56(e) this paragraph should be stricken because it involves multiple statements in one paragraph and Local Rule 56(b)

requiresthat each material fact be set forth in a separately numbered paragraph.” Plaintiff’s Responsive SMF {1 458 10-
14, 16; CAP Quality Care's Reply to the Government’ s Additional Factsin Response to CAP Quality Care’sMotion for

Partial Summary Judgment (* CAP Additional Responsive SMF") (Docket No. 153) 11 79, 100-01, 104-05, 107-16. Frd, this
is an incorrect characterization of Paragraph 4 of the plaintiff’s statement of material facts. Even if it were correct, the
terms of Local Rule 56(b) do not mean that each paragraph may contain only one sentence. Randall v. Potter, 366
F.Supp.2d 120, 122 (D. Me. 2005). None of the paragraphs which the defendant asserts should be stricken consists of

more than 11 typed lines; some have only 3 typed lines. If thereis aviolation of Local Rule 56(b) in any of these
paragraphs, it is not of sufficient magnitude to support the sanction sought by the defendant. All of these requeststo
strike are denied.

* In addition to the multiple-statement objection which | have already overruled, the defendant also objects to this
(continued on next page)

11



a 42 C.F.R. §8.11(h) to address Stuations where a patient may be unable to report to the methadone
dinicfor dosing. 1d. §11.°

Most exemption requests submitted under 42 C.F.R. § 8.11(h) involve a patient who needs
additional take-home supplies of methadone beyond what is permitted by the time-in-treatment
requirements. 1d. 9 12.° In such cases, a physician considers the 8-point criteriain determining esch
patient’ ssuitability for theamount to be dispensed. |d. The methadone clinic then conveysthesefindingsto
thefederd regulatorstogether with other information about each patient, admission date, doselevd, nature
of request and the jutification for the requested exemption. 1d. Of the approximately 30,000 requestsfor
patient exemptions received and reviewed by the federd regulators each year, gpproximately 2-3 per day

are for golit-dose take-home methadone. 1d. § 15.”

paragraph of the plaintiff’s statement of material facts asfollows: “ Pursuant to Local Rule 56(€) this paragraph should be
stricken because it contains alegal conclusion inthat it interprets regulations and appliesit [sic] to aset of factswhichis
not appropriate for a Statement of Material Facts.” Defendant’s Responsive SMF 110. Local Rule 56(e) does not deal
with the permissible content of a statement of materia facts; it merely setsout the procedure for requeststo strike materia
from such statements. The paragraph does not present alegal conclusion; the statements stricken in Rockwell Burr Sgn
& Design, Inc. v. Gulf Ins. Co., 2003 WL 22063550 (D. Me. 2003), at * 1, the other authority cited by the defendant,
Defendant’s Responsive SMF 1 10, are not repeated in that decision, which accordingly can stand only for the general
principlethat legal conclusions may be stricken from a statement of material facts. Here, the paragraph at issue citesas
authority the report of an expert witness. Plaintiff’s SMF 110. To the extent that the cited portion of that witness' s report
isarestatement of 42 C.F.R. § 8.12(i), Expert Testimony — Nicholas Reuter, M.P.H. (attached to Declaration of Nicholas
Reuter (Attachment 37 to Plaintiff’s SMF)) 18, it is an accurate restatement. The objection is overruled. Finally, the
defendant states that “[t]o the extent a response is required, it is DENIED. See Rockwdl Burr, supra.” Plaintiff’s
Responsive SMF 1 10. That case law does not provide any basis for demonstrating a dispute about any factsincluded in
paragraph 10 of the defendant’ s statement of material facts. The paragraph is accordingly deemed admitted.

® The defendant makes the multiple-statement and legal-conclusion objections to this paragraph of the plaintiff’s
statement of material facts. Defendant’ s Responsive SMF 11. They are overruled for the reasons set forth in footnote 4
above. The defendant agreesthat the regulation provides an exemption; it disputes the plaintiff’ s characterization of the
entity to which the exemption applies. Id. | do not rely on that characterization and have not included it in my factual
recitation.

® The multiple-statement and |egal-conclusion objections made to this paragraph by the defendant, Defendant’s
Responsive SMF 112, are overruled.

" The defendant’s objection to this paragraph of the plaintiff’s statement of material facts on the ground that it is
irrelevant, Defendant’ s Responsive SMF {15, isoverruled.

12



(a) Patient M602

On March 28, 2002 patient M602 began receiving treatment at CAP. 1d. 17. At that timeCAP
knew thet (i) M602 had tested positive for methadone; (i) M602 was using illicit methadone, heroin and
Oxycontin prior to beginning trestment at CAP; (iii) M602 had, within the previous year, been arrested
once for substance abuse; (iv) M602 was living with her father or friends depending on whether she had
money or not; and, for M602, the issue of suitable housing was identified by CAP as a problem and/or
need. I1d. 118. On April 10, 2002 M602 told her CAP counsdlor and a CAP doctor that she“still uses.”
Id. 129. On April 25, 2002 M602 informed CAP that shewas‘ sill using.” 1d. §20. On about April 29,
2003 M602 reported to CAP that she had used illega Klonopin. 1d. 21. In May 2002 CAP knew that
M®602 was continuing to abuseillicit and prescriptiondrugs, includingillicit benzodiazepines. 1d. 22. On
May 2, 2002 M602 stated she took two illicit Xanex the evening before. 1d. 23. On May 3, 2002
M602 threatened suicide. 1d. §24. On May 4, 2002 a CAP physician notereflectsthat M602 presented
intoxicated and had teken illicit Klonopin. Id. 1 25.

On May 22, 2002 M 602 requested take-home medications, but shewastold by her counsdor that
CAP was “unable to do this” Id. §26. In May 2002 CAP administered non-methadone prescription
drugs to M602 at the clinic’' snurang window. Id. 27. On June 10, 2003 M602 reported to CAP that
shewas abusing thedrug Trazadone. Id. §28. On or about June 14, 2002 there were specific discussons
among CAP smanagement regarding therisk of providing take-home methadone to M602 which included
e-mails among Marc Shinderman, CAP's Nationd Medica Director, Steve Cotreau, CAP' s Clinic
Director, and Dr. Keefe. Id. 129. On Jduly 2, 2002 CAP began providing M602 with split-dose take-

home methadone such that the patient took methadone away from the clinic more than three days per week

13



when the dinic was open. 1d. 130.2 CAPdid not obtain an exemption for M602. 1d. 131.° OnJduly 2, 3,
5, 6 and 8 M602 did not return to CAP to take the second portion of her daily methadone. 1d. 132.° On
Jduly 9, 2002 M602 informed CAP that she had diverted her methadone which resulted in adegth. 1d. 33.
(b) Patient M409

On January 7, 2002 patient M409 began treatment at CAP. Id. 1 34. On that date, M409
reported her current use of opiates to be 20 bags of heroin and 25 mg per day of Oxycontin. 1d. § 35.
M409 also reported that she had been using drugs (anywhere from 10 bags of heroin per day to 40 bags of
heroin in the two days preceding her intake) for two and one-hdf weeks, had previoudy received sx
months of treatment at Discovery House; and had been in prison for three monthsand was released 18 days
before beginning treetment at CAP. 1d. On January 7, 2002 M409 tested positivefor drugs.1d. 36. On
January 12, 2002 M409 was clearly intoxicated when shewas a CAP. Id. §37. On January 16, 2002

CAP began providing M409 with split-dose take-home methadone such that the patient took methadone

8 The defendant purports to deny this paragraph of the plaintiff’ s statement of material facts, Defendant’s Responsive
SMF 130, but itsdenial is not responsive to the substance of the paragraph. The same non-responsivedenia ismadeto
every paragraph of the plaintiff’ s statement of material factsthat records a particular patient taking methadone home from
CAP. 1 will not repeat the objection every time; it is overruled each timeit appears. The defendant also respondswith a
qualification to the effect that M602 was entitled to holiday and Sunday take home doses and that July 4, 2002 was a
holiday and July 7, 2002 was a Sunday. Id.

° Every time this statement is made about a particular patient, the defendant provides the same qualifying response: it
maintains that a split does did not require an application for an exemption. E.g., Defendant’ sResponsve SMF §31. | will
not mention this qualification every time| state this fact about a particular patient.

° The defendant purports to deny this paragraph of the plaintiff’s statement of material facts, asserting that “the citation
does not stand for the proposition cited with respect to CAP Dep. [a]t 81-82 because the Deponent was equivocal in
those answers and does not meet the requirements of competency set forthin F.R.E. 602,” Defendant’ s Responsive SMF
1 32(a), arather curious objection since the deponent at i ssue was the defendant’ s corporate designee under Fed. R. Civ.
P. 30(b)(6), Plaintiff’'s SMF at 2 n.2, but | have reworded the paragraph to follow more closely the other cited source, sse
Declaration of Eric Hafener (“Hafener Decl.”) (Attachment 1 to Docket No. 129) 1 10(m). The defendant objectsto this
source as well, stating that “Hafener’ s Declaration 10 is unsupported by the record because although the physician
orders reflect a split dose, other records including the individual dosing history are neutral, see Bates No. F-09131.”
Defendant’s Responsive SMF {132(b). There is no suggestion in that paragraph or elsewhere in the defendant’s
responsive statement of material facts asto where “Bates No. F-09131" might be found. | found it as the twenty-fifthpege
of Attachment 4 to Docket No. 129, an attachment entitled “ Patient 602,” but without further informed interpretation, | am
unable to read Bates No. F-09131 to be “neutral” or other than neutral on the relevant point. | have accordingly deemed
(continued on next page)
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away from the dlinic more than three days per week when thedlinicwasopen. 1d. 138.* On January 24,
2002 a CAP counsdor wrote that M409 used street methadone “4 days ago” and was not stable;
nevertheless, CAP continued to provide M409 with split-dose take-home methadone. 1d. 39. CAPdid
not obtain an exemption for M409. 1d. §40. On February 27, 2002 CAP stopped providing M409 with
split-dose take-home methadone when M 409 disclosed that her boyfriend died after taking her split dose.
d. §142.72
(c) Patient M538

On February 28, 2002 patient M538 began treatment at CAP. Id. 143. On February 28, 2002
M 538 tested positive for methadone and opiates. 1d. §44(a). Despite having entered methadone trestment
oneweek earlier a adifferent methadone clinic, M538 was continuing to useillicit heroin, a least 10 bags
per day. 1d. §44(b). M538 had drug charges pending. I1d. 44(c). On March 6, 2002 CAP began to
provide M538 with split-dose take-home methadone such that the patient took methadone away fromthe
dlinic more than three days per week when the dlinic was open. Id. 145.%* On March 13, 2002 M538
tested negative for opiates. 1d. §46. A CAP counselor progress note dated March 16, 2002 states that
M538 “reports being unstable on current dose of split dose of 80-60 mg. Reportsusing 10 bagsof heroin

on 3/15/02.” 1d. 147. Despite knowledge of the foregoing, CAP continued to provide M538 with split-

paragraph 10(m) of Hafener’ s declaration to be admitted.

" The defendant qualifiesits response, despite admitting that the patient received a split dose on January 16, 2002, by
stating that it “ maintains that the patient was entitled to holiday and Sunday take[-]homedosss. . .. January 20, 2002 was
a Sunday and January 21, 2002 was the Martin Luther King Day holiday.” Defendant’s Responsive SMF 1 38b. The
defendant goes on to challenge one of the sources cited by the plaintiff, the corporate deposition of the defendant, for
the reasons stated in n.10 above. It does not challenge the citation to paragraph 11(c) of the Hafener declaration, which
supports the paragraph as stated. Hafener Decl. 1 11(c).

2 The defendant’ s purported denial of this paragraph of the plaintiff’s statement of material facts is non-responsive,
Defendant’ s Responsive SMF 1 42a, and it admits only part of the paragraph, id. 42b. Because the paragraphisfully
supported by the citation given to the summary judgment record, the entire paragraph is deemed admitted.

3 The defendant makes the same purported denials and limited admissions o this paragraph of the plaintiff’s statement of
(continued on next page)
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dose take-home methadone through April 24, 2002, when she or he transferred to another facility. 1d.
48. CAP did not obtain an exemption for M538. 1d. 1 49.
(d) Patient M513
On February 19, 2002 patient M513 began treatment at CAP. Id. 151. CAP sintake documents
reflect that M513 was using illicitly acquired methadone and pharmaceutica opiates at the time of intake.
Id. 152. On February 21, 2002 CAP began providing M513 with split- dose take-home methadone such
that the patient took methadone away from the clinic more than three days per week. Id. 53. M513's
discharge summary states that M513 “secretly tapered herself off methadone by not taking her PM split,
then drinking only half her AM split.” Id. §54. CAP did not obtain an exemption for M513. Id. ] 55.
(e) Patient M421
On January 9, 2002 patient M421 began treatment at CAP. 1d. 157. Based on information
provided by M421 at intake, CAP was aware that M421 was using illicit methadone and Oxycontin and
that M421 had overdosed the previous month when he used the “wrong drugs plus methadone.” 1d. §/ 58.
On January 12, 2002 CAP srecords reflect that M421 “has been split dosing 60/60 (on hisown).” 1d.
59. Onthat date, CAP began providing M421 with split- dose take-home methadone such that the patient
took methadone away from the clinic more than three days per week when the clinic was open. 1d. 1 60.
CAP did not obtain an exemption for M421. Id. Y 61.
(f) Patient M422
On January 9, 2002 patient M422 began treatment at CAP. 1d. 63. On January 12, 2002 CAP

began providing M422 with split-dose take- home methadone such that the patient took methadone away

material factsasit makesto all similar paragraphs appearing before and after it. Defendant’ s Responsive SMF 45. | will
(continued on next page)
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from the dinic more than three times per week when the clinic was open. 1d. {65. Prior to April 5, 2002
CAP did not obtain an exemption for M422. Id.  66.
(g) Patient M540
On March 4, 2002 patient M540 began treatment at CAP. 1d. 168. During theintake process,
CAP learned that M 540 was using Oxycontin and illicit methadone. 1d. 69.** On March 7, 2002 CAP
began providing M540 with split-dose take-home methadone such that the patient took methadone awvay
from the clinic more than three days per week when theclinicwasopen. 1d. 70. Prior to April 12, 2002
CAP did not obtain an exemption for M540. Id. § 71. On October 28, 2002 a CAP physician’s order
dates: “ Pt incarcerated. Reports of unsecured doses by PO Dave Edwardswith only Friday PM split and
Sunday doseson hisperson. End split. 7 day take home doses status. New Dose= 200 mg. End Split.”
Id. 73.
(h) Patient M447
On January 17, 2002 patient M447 began treatment at CAP. Id. 1 74. During intake, M447
advised CAP that he was using 20-30 bags of heroin daily. 1d. §75. OnJanuary 17, 2002 M447 tested
positive for opiates, CAP did not test him again until March 21, 2002. 1d. §76. On January 22, 2002
CAP began providing M447 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when the clinic was open. Id. §77. CAP did not

obtain an exemption for M447. 1d.  78.

no longer repeat my rulings on these identical denials, objections and partial admissions.

¥ The defendant’ s purported denial of this paragraph of the plaintiff’s statement of material facts states: “ The documents
referenced in Hafener Declaration ] 16 [the cited source for the paragraph] are ambiguous as to the timeframe of the
alleged Oxycontin, whether it was past or present abuse .. . ..” Defendant’ s Responsive SMF 1 69. However, one of the
underlying documents cited by Hafener, Hafener Decl.  16(a), does record under the heading “ Current use of opiates”
“oxy’s and methadone/D,” Attachment 10 to Docket No. 129 at F-083%4.
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(i) Patient M441
On January 15, 2002 patient M441 began treatment at CAP. 1d. 180. On January 22, 2002
CAP began providing M441 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when the clinic was open. Id. 81. CAP did not
obtain an exemption for M441. 1d. { 82.
(j) Patient M366
On December 17, 2001 patient M 366 began treatment at CAP. Id. 184. During M366’ sintake,
CAP learned that he was using Oxycontin and illicit methadone. 1d. §85." Also during intake, M 366
tested positive for methadone. 1d. 186."° On December 28, 2001 CAP began providing M 366 with split-
dose take- home methadone such that the patient took methadone away from the clinic more than three days
per week when the clinic was open. 1d. §87. In March 2003 CAP suspended M 366’ s split-dose take-
homewhen it suspected that he was diverting his benzodiazepine prescription; M 366 wasrequired to atend
the clinic twice aday. Id. 1 88. Prior to March 2003 CAP smedicd director did not document in the
patient record that the patient was stable for take-home doses by gpplication of the8-point criteria. Id.

89." Prior to March 2003 CAP did not obtain an exemption for M366. 1d.  90.

> The defendant “ denies that the documents referenced in Hafener Declaration § 19(a) [the record evidence cited in
support of the paragraph], specifically Bates No. 06854 and Bates No. F-06873, substantiate the assertion that the
patient was using heroin and Oxycontin at intake.” Defendant’s Responsive SMF § 85. However, the first of those
documents does state that the patient was using Oxycontin at the time of intake. Attachment 13 toDocket No. 129 at F-
06854.

18 The full text of this paragraph of the plaintiff’s statement of material facts reads: “Also during intake, M366 tested
positive for methadone despite not having been in methadone treatment prior to CAP (Hafener Declaration § 19a).”
Plaintiff’s SMF 1 86. The defendant responded, in part: “ CAP Quality Care, however, denies that document Bates No. F-
06932 substantiates the assertion that the patient was not in treatment prior to CAP.” Defendant’s Responsive SMF
1 86(b). The defendant iscorrect. Attachment 13 to Docket No. 129 at F-06932. | notethat this assertion is substantiated
by F06854, which is cited in support of the same paragraph in the Hafener declaration, but for a different factual
proposition. Hafener Decl. 1 19(a). The court will not overlook this lapse in citation, which in any event is not
determinative of any issue before the court in connection with the current motions for summary judgment.

" The defendant purports to deny this paragraph of the plaintiff’s statement of material facts, but its“ denial” isbased on
(continued on next page)
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(k) Patient M274
On October 24, 2001 patient M274 began treatment at CAP. 1d. 192. During intake, CAP
learned that M274 was using illicit methadone, Oxycontin and cocaine. 1d. 93. On October 30, 2001 a
nursing noteindicatesthat M274 used Tylox (aschedule |1 narcotic controlled substance) the night before,
athough it does not state whether the Tylox wasfrom avdid prescription or illicit. 1d. 194. On November
5, 2001 CAP began providing M274 with split-dose take-home methadone such that the patient took
methadone away from the clinic more than three days per week when the clinic was open. I1d. 195. On
November 10, 2001 CAP s records reflect what appears to be the first urine screening for M274. 1d. 9
96. On January 25, 2002 CAP documented concernsthat M274 was suicidd. 1d. 197. CAP continued
to provide M274 with split-dose take-home methadone until July 26, 2005. Id. 1 98. Prior to providing
the patient with split- dose take-home methadone, CAP smedicd director did not document inthe patient’s
record that the patient was stable for take-home doses by gpplication of the 8 point criteria. 1d. 1 99.
CAP did not obtain an exemption for M274. 1d. { 100.
() Patient M402
On January 5, 2002 patient M402 began treatment at CAP. Id. 1102. On January 19, 2002
CAP began providing M402 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when the clinic was open. Id. § 103. Prior to

providing M402 with split-dose take-home methadone, CAP s medica director did not document in the

an assertion that the 8-point criteria did not apply to administration of split-dosing. Defendant’ s Responsive SMF 1/ 89.
Thisisnot adenial of the stated fact but rather an argument concerning itslega significance. The defendant also states
that the patient’ s record contained certain specific information, apparently intending to suggest that the criteriawere met
in substance. Id. Again, that isalegal argument. The paragraph is deemed admitted, as are others making the same
assertion about other patients, to all of which the defendant makes the same denial.
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patient’ srecord that the patient was stable for take-home doses by gpplication of the 8-point criteria. Id.
104. CAP did not obtain an exemption for M402. 1d. § 105.
(m) Patient M459
On January 23, 2002 patient M459 began treatment at CAP. Id. 107. On February 6, 2002
CAP began providing M459 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when the clinic was open. Id. 108. Prior to
providing the patient with split-dose take-home methadone, CAP s medica director did not document in
the patient’ s record that the patient was stable for take-home doses by application of the8-point criteria
Id. 1 109. CAP did not obtain an exemption for M459. 1d. § 110.
(n) Patient M539
On March 1, 2002 patient M539 began treatment at CAP. Id. 112. Prior to starting at CAP,
M539 received four days of methadone trestment at another facility. 1d. 113. On March 8, 2002 CAP
began providing M539 with split-dose take-home methadone such that the patient took methadone awvay
from the clinic more than three days per week when the clinic was open. 1d. 114. Prior to providing
M539 with split-dose take-home methadone, CAP s medica director did not document in the patient’s
record that the patient was stable for take-home doses by application of the 8-point criteria. 1d. 1 115.
CAP did not obtain an exemption for M539. 1d. § 116.
(o) Patient M294
On November 5, 2001 patient M294 began treatment at CAP. 1d. 1118. On November 20,
2001 CAP began providing M294 with split-dose take-home methadone such that the patient took
methadone away from the clinic more than three days per week when the clinic was open. 1d. §119. Prior

to providing the patient with split- dose take-home methadone, CAP smedicd director did not document in
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the patient’ s record that the patient was stable for take-home doses by gpplication of the 8-point criteria
Id. 120. CAP did not obtain an exemption for M294. Id. 1 121.
(p) Patient M349
On December 10, 2001 patient M 349 began treatment at CAP. Id. 1 123. On December 29,
2001 CAP began providing M349 with split-dose take-home methadone such that the patient took
methadone away from the clinic more than three days per week when the clinicwas open. 1d. 1 124. Prior
to providing the patient with lit- dose take-home methadone, CAP smedicd director did not document in
the patient’ s record that the patient was stable for take-home doses by gpplication of the 8-point criteria
Id. 125. CAP did not obtain an exemption for M349. Id. 1 126.
(q) Patient M74
On October 4, 2001 patient M 74 began treatment at CAP. 1d. §128. On November 2, 2001
CAP began providing M 74 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when the clinic was open. Id. 129. Prior to
providing the patient with split-dose take-home methadone, CAP smedica director did not document in
the patient’ s record that the patient was stable for take-home doses by gpplication of the 8-point criteria
Id. 130. CAP did not obtain an exemption for M74. 1d. 9 131.
(r) Patient M156
On October 22, 2001 patient M 156 began treatment at CAP. 1d. §133. On November 26, 2001
CAP began providing M 156 with split-dose take-home methadone such that the patient took methadone
away from the clinic morethan three days per week when theclinicwasopen. 1d. §134. Prior to providing

the patient with split- dose take-home methadone, CAP smedicd director did not document inthe patient’s
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record that the patient was stable for take-home doses by application of the 8-point criteria. Id. 1 135.
CAP did not obtain an exemption for M156. 1d. 1 136.
(s) Patient M340
On December 5, 2001 patient M 340 began treatment at CAP. 1d. 1138. On January 11, 2002
CAP began providing M340 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when the clinic was open. Id. § 139. Prior to
providing the patient with split-dose take-home methadone, CAP smedica director did not document in
the patient’ s record that the patient was stable for take-home doses by gpplication of the 8-point criteria
Id. 140. CAP did not obtain an exemption for M340. Id. { 141.
(t) Patient M260
On December 14, 2001 patient M 260 began treatment at CAP. 1d. 1143. On January 22, 2002
CAP began providing M 260 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when the clinic was open. Id. 1 144. Prior to
providing the patient with split-dose take-home methadone, CAP smedica director did not document in
the patient’ s record that the patient was stable for take-home doses by gpplication of the 8-point criteria
Id. 1145. CAP did not obtain an exemption for M260. 1d. 1 146.
(u) Patient M309
On November 13, 2001 patient M 309 began treatment at CAP. Id. 1 148. On December 31,
2001 CAP began providing M309 with split-dose take-home methadone such that the patient took
methadone away from the clinic more than three days per week when the clinic was open. 1d. 149. Prior

to providing the patient with split- dose take-home methadone, CAP smedicd director did not document in
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the patient’ s record that the patient was stable for take-home doses by applicationof the8-point criteria
Id. 1 150. CAPdid not obtain an exemption for M309. 1d. { 151.
(v) Patient M521
On February 21, 2002 patient M521 began treatment at CAP. Id. §153. On April 12, 2002
CAP began providing M521 with split-dose take-home methadone such that the patient took methadone
away from the clinic morethan three days per week whentheclinicwasopen. Id. §154. Prior to providing
the patient with split- dose take-home methadone, CAP smedicd director did not document inthe patient’s
record that the patient was stable for take-home doses by application of the 8-point criteria. 1d. 1 155.
CAP did not obtain an exemption for M521. 1d.  156.
(w) Patient M105
On October 3, 2001 patient M 105 began treatment at CAP. 1d. 158. On November 28, 2001
CAP began providing M105 with split-dose take-home methadone such that the patient took methadone
away from the clinic morethan three days per week whenthe clinicwasopen. Id. 1 159. Prior to providing
the patient with split- dose take-home methadone, CAP smedica director did not document in the patient’s
record that the patient was stable for take-home doses by application of the 8-point criteria. 1d. 1 160.
CAP did not obtain an exemption for M105. 1d. 1 161.
(x) Patient M306
On November 12, 2001 patient M 306 began treatment at CAP. 1d. 1163. On January 10, 2002
aCAP counsdlor wrote that M 306 was involved in adomestic violence incident at home, after which she
used Vdiumand dcohol tocam down. Id. §164. On January 11, 2002, CAP began providing M306 with
split-dose take- home methadone such that the patient took methadone away from the clinic morethan three

days per week when the clinic was open. Id. § 165. Prior to providing the patient with split-dose take-
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home methadone, CAP s medica director did not document in the patient’s record that the patient was
sable for take-home doses by agpplication of the 8 point criteria. 1d. § 166. CAP did not obtain an

exemption for M306. 1d. 1 167.
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(y) Patient M361

On December 14, 2001 patient M361 began treatment at CAP. 1d. §169. On February 13, 2002
CAP began providing M 361 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when the clinic was open. Id. {170. Atthattime,in
the CAP Specid Request/Doctor’s Order requesting the split, a CAP employee wrote “ Pt continues to
have pain and buy 50g of methadone daily.” 1d. §171. M361’s split-dose take-home doses continued
until late August 2002. Id. 1 172. Prior to providing the patient with split-dose take-home methadone,
CAP smedica director did not document in the patient’ srecord that the patient was stable for take-home
doses by application of the 8-point criteria. 1d. §173. CAPdid not obtain an exemptionfor M361. 1d.
174.

(2 Patient M302

On November 8, 2001 patient M 302 began treatment at CAP. 1d. 1176. On January 23, 2002
CAP began providing M 302 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when theclinicwasopen. Id. §177. Prior to providing
the patient with split- dose take-home methadone, CAP smedicd director did not document inthe patient’s
record that the patient was stable for take-home doses by application of the 8-point criteria. 1d. 178.
CAP did not obtain an exemption for M302. 1d. §179.

(aa) Patient M131

On October 5, 2001 patient M 131 began treatment at CAP. Id. 1181. On December 22, 2001
CAP began providing M 131 with split-dose take-home methadone such that the patient took methadone
away from the clinic morethan three days per week whenthe clinicwasopen. Id. §182. Prior to providing

the patient with split- dose take- home methadone, CAP smedica director did not document in thepatient's
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record that the patient was stable for take-home doses by application of the 8-point criteria. 1d. 1 183.
CAP did not obtain an exemption for M131. 1d. 1 184.
(bb) Patient M252
On October 20, 2001 patient M 252 began treatment at CAP. 1d. 1186. On January 16, 2002
CAP began providing M 252 with split-dose take-home methadone such that the patient took methadone
away from the clinic more than three days per week when the clinic was open. Id. §187. CAP did not
obtain an exemption for M252. 1d. 1 188.
(cc) Patient M359
On December 14, 2001 patient M 359 began treatment at CAP. 1d. 1190. OnMarch 12, 2002
CAP began providing M 359 with split-dose take-home methadone such that the patient took methadone
away from the clinic morethan three days per week when the clinicwasopen. Id. §191. Prior to providing
the patient with split- dose take-home methadone, CAP smedicd director did not document inthe patient’s
record that the patient was stable for take-home doses by application of the 8-point criteria. 1d. 1 192.
CAP did not obtain an exemption for M359. 1d. 1 193.
(dd) Patient M328
On November 29, 2001 patient M 328 began treatment at CAP. 1d. §195. On April 13, 2002
CAP began providing M 328 with split-dose take-home methadone such that the patient took methadone
away from the clinic morethan three days per week whenthe clinicwasopen. Id. §196. Prior to providing
the patient with split- dose take-home methadone, CAP smedicd director did not document inthe patient’s
record that the patient was stable for take-home doses by application of the 8-point criteria. 1d. 1 197.

CAP did not obtain an exemption for M328. 1d. 1 198.
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(ee) Patient M518

On February 20, 2002 patient M518 began trestment at CAP, having transferred from another
methadone clinic after one year of treetment. 1d. § 200. On that date CAP s Patient File Dataform
indicated that M518 wasliving inahotd. 1d. §201. On February 21, 2002 CAP s Bio-Psycho-Socid
Assessment form for M518 indicated that M518 was on probation for drug charges. 1d. 1 202. In
February 2002 CAP s physician progress notes indicate that M518 admitted to usngillicit Klonopin and
that M518 tested positive for opiate drugs during intake. I1d. §203. On February 25, 2002 CAP began
providing M 518 with split- dose take- home methadone such that the patient took methadone away from the
clinic more than three days per week when the clinic was open. 1d. 1 204. Prior to providing the patient
with golit-dose take-home methadone, CAP smedicd director did not document in the patient’ srecord that
the patient was stable for take-home doses by gpplication of the 8-point criteria. 1d. 205. CAPdid not
obtain an exemption for M5188. Id. 1 206.

2. As to Counts 13 (“Medicaid Fraud And Recoupment — False Claims Act, 31 U.SC.
88 3729(a)(1), (a)(2) and (a)(7)" ,5-6 (* Medicaid Fraud And Recoupment—Common Law Fraud
and Payment by Mistake of Fact” ), 9-20 “ (Controlled Substance Violations’ )

The Maine Department of Human Servicesadministersthe Medicaid program onbehdf of theU. S.
Department of Health and Human Services, Centers for Medicare and Medicaid Services. CAP Qudlity
Care's Statement of Materia Facts (“CAP SMF’) (Docket No. 131) 1 2; Response to Defendant’s
Statement of Materid Facts (“ Plaintiff’ s Responsve SMIF’) (Docket No. 140) 2. On August 28, 2001
Noa Shinderman executed a Medicad/Maine Hedlth Program Provider/Supplier Agreement (“Provider
Agreement”) on behdf of CAP Qudity Care. 1d. 3. The Provider Agreement was, by itsterms, “meade
the date bel ow signed by the Department of Human Services’ and by the defendant. 1d. 4. Paragraph 37

of the Provider Agreement reads asfollows:
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37. Recommendation — ThisAgreement isnot vaid for any provider/supplier

licensed by the Divison of Licenang and Certification unless the Divison has

sgned the agreement indicating its agreement.
Id. 5. TheDividon of Licenang and Certification never Sgned the Provider Agreement. Id. 6. The
Provider Agreement was never signed by a representative of the Maine Department of Human Services.
Id. 7. Atthetime CAPbecameaMaineCare provider, the Divison of Licensng and Certification did not
license methadone clinics. The Government’ s Additiona Factsin Response to the Defendant’ sMotion for
Partid Summary Judgment (“ Plaintiff’s Additiond SMF”)(included in Plaintiff’ s Responsive SMIF beginning
a 14) 1 79; CAP Quadlity Care' s Reply to the Government’s Additiona Facts, etc. (“CAP Additiond
Responsive SMF’) (Docket No. 153) § 79.%

CAP condgdered itsdf a Medicaid provider a dl rdevant times. Id. 158. Between 2001 and

2003, with respect to the vast mgority of patients listed by confidentid CAP number in column 1 of the
government’s 29-page spreadsheet of clams (Docket #54, Attachment 1), CAP billed Medicad
(MaineCare) for Procedure Code HO020 for methadone treatment servicesfor each one-week period that
garted on the corresponding date in column 2 and ended on the corresponding date in column 3, for which
Medicaid assgned the corresponding clam number indicated in column 7 and for which Medicaid paid
CAP $80 approximately 5 days after the corresponding date indicated in column 8. 1d. § 61.

Jeff Weiss has been CAP's computer consultant since 2001. Id. § 62. One of WelsS's

responsibilities was generating the weekly transfer file that was sent to MaineCare that stated the services

8 The defendant asks the court to strike this paragraph of the plaintiff’ s additional statement of facts on the ground that it
isnot a“fact” within the meaning of that term asused in Local Rule 56(b). CAP Additional Responsive SMF §79. It dso
objects to the paragraph on the ground that it states alegal conclusion. Id. Finaly, it contendsthat the sourcecitedin
support of the paragraph “does not provide a basis for a conclusion that [the declarant] is competent to provide
admissible evidence regarding the subject matter” of the paragraph. Id. The objectionsare overruled and the requeststo
strike are denied. The defendant also purportsto deny the paragraph., but its denial, astatement of the variousformsand
(continued on next page)

28



for the patients who paid for their care through MaineCare. 1d. §63. 1n 2001 and 2002, CAP submitted
clamsto ManeCare eectronicaly and received payment by check together with areport. 1d. 168. From
2001 to0 2003, if CAPreceived an overpayment from MaineCare, CAP generally paid themoney back. Id.
71

Since CAP opened for businessin October 2001 it has submitted tens of thousands of clamsto
MaineCare under its MaineCare provider number requesting reimbursement for methadone treatment
sarvices. 1d. 174,° 75. In response, MaineCare reimbursed CAP more than $6.8 million. Id. § 74.

Marc Shinderman’ stemporary Maine medica licenseexpired on August 9, 2002. CAP sSMFT8;
Pantiff’s Responsve SMF 8. During discovery inthis case, the plaintiff disclosed to the defendant a4-
page document entitled “ Shinderman Post August 9, 2002 Medicd Practice” which ligs the date and
patient number of documentsit maintains demongtrate that Dr. Shindermanwas practicing medicineafter his
temporary Maine medica license lgpsed. Id. 9. Eighteen of the documents identified indicate thet the
relevant patient was either not a Medicaid patient or Medicaid was not billed for the service. 1d. § 10.
Marc Fecteau, Director of the Program Integrity Unit of the Office of MaineCare Services, desgnated by
the plaintiff as an expert witness, submitted areport of hisfindingsdated April 12, 2006. 1d. 1 11. Fecteau
dated that with regard to the dlegationsin the Second Amended Complaint of practicing medicinewithout a
license “Dr. Shinderman’s lack of licensure would not necessarily affect the ManeCare Program’s
rembursement for services” 1d. 1 14. Thedefendant hastreatment plansfor 66 of the 70 patients named

in the 4- page document. 1d. §15. Dr. Shinderman was not the sole qudified professona who signed and

titles over time of the unit or division of the state department that licensed CAP, id., does not address the substance of
paragraph 79 of the plaintiff’s additional statement of facts, which accordingly is deemed admitted.

¥ The defendant asks the court to strike this paragraph of the plaintiff’s statement of additional facts. CAP Additional
Responsive SMF 1 74. 1t contends that the paragraph does not state a “fact” asthat word isdefined in this court’sLocal
(continued on next page)
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authorized 63 of the treatment plans after August 9, 2002, meaning that thislack of licensure would not
affect MaineCare reimbursement. 1d. 11 14, 16. For the three other treatment plans, the signature of the
authorizing phydcianisunclear but the style of dating the sgnatureisthat customarily used by Dr. Keefe, not
Dr. Shinderman. 1d. 1 17.

With respect to the failure to individudize treatment plans dleged in the Second Amended
Complaint, Fecteau stated that the MaineCare Benefits Manua provides in part that an “individudized
trestment plan shal be approved, signed, and dated by a physician [or other specified type of hedth care
worker] within thirty (30) days of the date [the] recipient began treatment.” 1d. 11 18-19. Fecteau stated
that hewould “generdly accept [a] generic treetment planif[] it occurred with only aminority of the patients,
and the provider individuaized the plan within the 90-day review period.” 1d.  20.

Fecteau indicated that he would not take recoupment action with respect to patient M496 sncethe
patient was only seen for 4 weeks. 1d. §21. Heindicated that he would not take recoupment action with
respect to patient M513 since the patient was only seen for 8 weeks and was discharged before the 90-dey
review was required. 1d. 122. He stated that although he considered the trestment plan * generic and not
individudized,” he would not take recoupment action with respect to patient M538 since the patient was
only seen for 8 weeks and was discharged before the 90-day review wasrequired. 1d. §24. Heindicated
that he would not take recoupment action with repect to patient M 796 since the patient was only seen for
oneweek and wasdischarged prior to the 30-day timeframefor gpproving theinitid trestment plan. 1d.
25-26. He indicated that he would not take recoupment action with respect to patient M815 since the

patient was only seen for one week and was discharged prior to the 30-day timeframefor approving the

Rule56(b). Id. Therequest isdenied.
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initid trestment plan. Id. { 27. He dated that the treatment plan for patient M 888 was generic and not
individuaized but that he would not take recoupment action since the patient was only seen for one week
and was discharged prior to the 30-day time frame for gpproving the initid trestment plan. 1d. 128. He
consdered the treatment plan for patient M357 generic and not individudized but indicated that hewould
not take recoupment action since the patient was only seen for two weeks and was discharged prior to the
30-day time frame for gpproving the initia trestment plan. 1d. 1 29.

CAP has held avalid DEA regigration with the number RC0277106 since October 2001 which
authorizes it to dispense methadone to its patients. Id. 9 30-31. From October 2001 until September
2003, CAP dispensed methadone to its patients under the authority of this registration. 1d. §32. The
following chart lists the gpplicable start and end counts, the difference between the two counts, and the

percentage that the difference represents of thetotd liquid methadone on hand at the defendant’ s clinic:

Week Start Count PreviousEnd Count  Difference % of Totd
18 421,105 ml 421,100 ml 5ml 0.00118%
20 150,930 ml 151,000 ml 70ml 0.04637%
21 243,635 ml 243,485 ml 150 ml 0.06156%
55 652,826 ml 652,676 ml 150 ml 0.02297%

63 491,771 ml 491,750 ml 21ml 0.00427%
82 702,339 ml 702,389 ml 50ml 0.00711%
85 612,875 ml 613,125 ml 250 ml 0.04079%
105 423,430 ml 423,680 ml 250 ml 0.05904%
108 379,199 ml 379,329 ml 130 ml 0.03428%

Id. 146. Thefdlowing chat lists the applicable start and end counts, the difference between the two

counts, and the percentage that the difference represents of the tota tablet methadone on hand at theclinic:

Week Start Count Previous End Count Difference % of Totd
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62 892,925 mg 892,925 mg 0Omg 0.00000%
76 363,755 mg 363,705 mg 50mg 0.01374%
78 304,060 mg 304,070 mg 10 mg 0.00328%
82 922,030 mg 922,020 mg 10 mg 0.00108%
85 1,147,040 mg 1,147,060 mg 20mg 0.00174%
90 313,980 mg 313,990 mg 10mg 0.00318%
97 904,540 mg 904,550 mg 10mg 0.00110%
98 396,370 mg 396,375 mg 5mg 0.00126%
105 1,020,275 mg 1,020,675 mg 400 mg 0.03920%
106 529,770 mg 529,850 mg 80mg 0.01510%
108 379,390 mg 379,600 mg 210 mg 0.05535%
109 753,330 mg 753,340 mg 10mg 0.00132%
Id. 9 50.

On September 9, 2003 ateam of investigators searched CAP pursuant to a search warrant. 1d.
154. The plantiff’s agents saized afile labded “Biennid Inventory due 10/3/03.” 1d. 56. Inthiscase,
the aleged DEA record-keeping violationsare primarily based on the CAP inventoriesthat were obtained
during the September 9 search pursuant to the search warrant. Plaintiff’s Additiond SMF 9§ 84; CAP
Additional Responsive SMF §84.% From September 16, 2001 through January 4, 2004 Steven Maynard
was CAP s nurse manager. 1d. 82.2" For several weeks following the search, CAP s atorneys, chief
executive officer, clinica director, medicd director, pharmacist and chief information officer asked Maynard

to explain the inventory variations and appearance of errorsin CAP s record-keeping system. 1d. 85.%

® The defendant asks that this paragraph of the plaintiff’s additional statement of facts be stricken aslegal argument.

CAP Additional Responsive SMF 1 84. That request isdenied. Inthe aternative, the defendant admits this paragraph.

Id.

2 The defendant purports to qualify this paragraph of the plaintiff’s additional statement of facts but does not support its
qualification with a citation to the summary judgment record. CAP Additional Responsive SMF  82. Because the
paragraph is supported by the citation to the summary judgment record given by the plaintiff, Plaintiff’s Additional SMF
82, it is deemed admitted, Local Rule 56(€).

% The defendant asks that this paragraph of the plaintiff’s statement of additional facts be stricken “becauseit isnot a
statement of afact, but rather an unsubstantiated assertion that is merely the opinion of the affiant.” CAP Additional

Responsive SMF  85. The defendant makes the same request with respect to paragraphs 86 and 87 of the plaintiff’s
statement of additional facts. 1d. §1186-87. In each case, the request isdenied. Asto paragraph 85, the defendant also
(continued on next page)
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On about October 30, 2003, Maynard responded with a memorandum explaining his concerns about
CAP srecord-keeping system, in which he stated, inter alia:

i) there were “many areas of the DoPi “program that are flawed to such an extent that errors of
omisson and commission are commonplace”

(i) during Maynard’ stenure, the software program * has shown repeated and sufficient wesknessto
place [CAP] in apogtion of being suspected of diverson of methadone;”

(iii) those system weaknesses “have been mentioned repeatedly and yet [CAP] continued[d] to
have dally issues arise that merit a‘bandage’ rather than sgnificant improvement;”

(iv) CAP needed to make a“genuindy concerted effort” to repair the problem or * abandon the
project of developing thisflawed product in favor of aproven dispensing program that may beavailableon
the market.”

Id. 86.2* Inthe same memorandum, Maynard confirmed for CAP' s senior management thefollowing list
of problemstha was“certainly not dl indusve”

(i) one source of the problem wasthat CAP srecord- kegping system was“ very dependent on user

accuracy” and required staff “to master a convoluted series of manipulations;”

asserts that it “denies the underlying information as being a matter of opinion, not fact.” Id. 185. Totheextentthat itis
possible to understand this “denial,” it appears to be essentially an objection to the paragraph, which is overruled.

% The Second Amended Complaint states that “[i]n order to keep track of its methadone supply and distribution . .. CAP
utilized a computer system known as DoPi.” Second Amended Complaint §1413. The plaintiff also refersto DoPi as“a
computerized system of records.” Plaintiff’s Additional SMF 1 99. No explanation of the derivation of the nameis
provided in the summary judgment record.

| n addition to the objections already discussed, the defendant contends that this paragraph “violates the provisions of
Fed. R. Evid. 407 because it attempts to rely upon evidence of subsequent remedial measures in order to prove
negligence, culpable conduct.” CAP Additional Responsive SMF 1 86. None of the statements reproduced above
involves a subsequent remedial measure; they merely point out existing problems. Indeed, givenMaynard' stitleas*the’
nurse manager at CAP, Second Declaration of Steven Maynard (part of Attachment 7 to Docket No. 140) 1 1, it appears
likely that his memorandum is admissible as a statement against interest. Fed. R. Evid. 804(b)(3); see generallyMarquis
Theatre Corp. v. Condado Mini Cinema, 846 F.2d 86, 90 n.3 (1st Cir. 1988). The request to strike on thisbasisis denied,
asis the same objection and request made with respect to paragraph 87.
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(i) CAP srecord- keeping system alowed “ anyoneto gpproach a‘ signed-on’ computer and make
entries using another employee’ s identification” such that “any person can gep [into] hisher termind and
enter doctors[sic] orders, dose patients, change dosing histories, enter nuraing notes, enter lab results, [and]
diminate holds”

(iii) CAP had failed to develop a modification of a“nurse banks’ system it used in Chicago that
would comply with Maine law;

(iv) CAP ssysem dlowed for manipulation of inventory, including the ability to manipulate opening
and dosing inventories, and this alowed for ongoing deviations in the weekly inventory totds, and

(v) CAP s use of “superimposed dose plans’ introduced a “sgnificant possibility of medication
error” when dosing patients.

Id. 1 87.

On about February 5, 2004 and March 2, 2004 Maynard provided thefollowing information during
aproffer with federd investigators:

(i) the DoP system did not work;

(1) “[flrom the beginning the math didn’t add up and DoPi was never able to keep track of the
methadone;”

(iii) “[i]t became so0 bad that a physica inventory had to be taken by hand;”

(iv) “there were many means of introducing errorsto DoRi;”

(v) “[1]f working properly, DoPi should have totaled the methadone via printed reports. Physica
inventories had to be maintained each day due to the problems with DoPi and when compared to the
printed reports, indicated ‘vadt, Sgnificant’ discrepancies more often than not;”

(Vi) “[t]he mgority of the time, the methadone counts reveded a shortage;”
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(vii) “[o]ther problems with DoPi were that the eectronic records were never secured. Anyone
with access to DoPi could dter information from any period of time. ‘ There was no control;’”

(viii) CAP employee JEff Weiss “indructed Maynard to utilize]] fictitious dient numbers
(0000/0001) to “correct’ shortages by making false entries and inventory manipulations;”

(ix) “DoPi had no means to account for spillage’ and Maynard was ingtructed by Weiss or
Shinderman to record spillage incorrectly in client records and under fictitious client numbers;

(X) “[t]he DoP system was manipulated from the beginning of business at CAP’ and “Weiss,
Shinderman and Cotreau dl knew these manipulations were occurring;”

(xi) the“weekly reconciliation reports’ were not part of the DoPi system, but were manudly created
and, according to Weiss, would be the only report DEA could have;

(xii) “[m]ost of the time W&ISS gave directions concerning DoPi and Maynard was told by
Shinderman to do whatever Weiss sqid];”

(xiii) “Cotreau was aware of ‘lots and lots of problems with DoPi” and directed Maynard to
contact Weiss for answers,

(xiv) the so-cdled “Book That Doesn't Exist” was stored in the bottom left hand drawer of
Cotreau’ s desk and contained worksheets that were not an “official record;”

(xv) the*Book That Doesn't Exist” was stored in Cotreal’ s office because it was not supposed to
bein plan view;”

(xvi) the “Book That Doesn't Exist” was “initiated due to regular discrepancies in the methadone
accountability” and “Weiss was fully aware of the book and its purpose;”

(xvii) overages were entered in the “Book That Doesn't Exit” but “ shortages were not because

they might indicate excessive dosing,” and “thisiswhy fictitious patient files were crested;”

35



(xviii) “[t]here were congtant attempts to correct the problem with DoRi;”

(xix) “[w]hen Maynard gpproached Nog[] and Mar[c] Shinderman about the DoPi problems, he
wastold to tak to Weiss” which he did at least three times every week;

(xx) the “very firg ‘inventory adjustments occurred within the first three months of operation;”

(xxi) “[wlithin the first 30 days of operation Maynard and another rurse, Julia Marston, found
incongstencies with methadone totaing in DoR;”

(xxii) “[iIjnventory manipulaions’ were made * gpproximately once per month currently and during
the first twelve months of operation gpproximately three times per month;”

(xxiii) “Maynard had no question that Weisswanted himto cregte spills for accounting purposes;”

(xxiv) “Shinderman stated that he didn’t care about diverson on the street and that maybe
methadone on the street would provide evidence that methadone in a clinic wasn't so bad.”
Id. 1 88.

Under applicableregulations, CAP srecordswererequired to be complete and accurate. 1d. §89.
When there is atheft or alossthat the registrant cannot explain, it should be reported to DEA. 1d. § 90.
CAP did not report to DEA any thefts or sgnificant losses during the rdevant period of time. 1d. § 91.
Under the DEA record-keeping regulations, there is no written acceptable variance. Id. 1 93.

C. Discussion

1. Count 4 (“ Distribution Of Methadoneln Violation Of 42 C.F.R § 8.12(i)" ).

The plantiff contends, Motion for Partid Summary Judgment, etc. (* Plaintiff sSIMotion”) (Docket

No. 128) at 1-3, that the defendant violated the following two regulations:
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(1) Unsupervised or “take-home”’ use. To limit the potentid for diverson of
opioid agonist trestment medicationsto theillicit market, opioid agonist trestment
medications dispensed to patients for unsupervised use shall be subject to the
following reguirements.

(1) Any patient in comprehensive maintenance trestment may receiveasingle
take-home dose for a day that the dinic is dosed for busness, including
Sundays and State and Federa holidays.

(2) Trestment program decisions on digpensing opioid trestment medications
to patients for unsupervised use beyond that set forth in paragraph (i)(1) of
thissection, shal be determined by themedica director. Indeterminingwhich
patients may be permitted unsupervised use, the medica director shdl
consder the following take-home criteriain determining whether a patient is
responsible in handling opioid drugs for unsupervised use.

(i) Absence of recent abuse of drugs (opioid or nonnarcotic), including
aoohal;

(i) Regularity of dlinic attendance;

(i) Absence of serious behaviora problems at the clinic;

(iv) Absence of known recent crimind activity, eg., drug dedling;

(v) Stahility of the patient’s home environment and socid relationships;

(vi) Length of time in comprehensve maintenance trestment;

(vii) Assurance that take-home medication can be safdly stored within the
patient’s home; and

(viii) Whether therehabilitative benefit the patient derived from decreasing the
frequency of clinic attendance outweighs the potentid risks of diverson.

(3) Such determinations and the basisfor such determinations consstent with
the criteriaoutlined in paragraph (1)(2) of this section shdl be documented in
the patient’smedical record. If it isdetermined that apatient isresponsiblein
handling opioid drugs, the following redtrictions apply:

(1) During thefirst 90 days of treatment, the take-home supply (beyond
that of paragraph (i)(1) of this section) is limited to a single dose each week
and the patient shal ingest dl other doses under gppropriate supervison as
provided for under the regulations in this subpart.

(i) In the second 90 days of treatment, the take-home supply (beyond that of
paragraph (i)(1) of this section) istwo doses per week.

(iii) In the third 90 days of trestment, the take-home supply (beyond that of
paragraph (1)(1) of this section) is three doses per week.

(iv) In the remaining months of the fird year, a patient may be given a
maximum 6-day supply of take-home medication.
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(v) After 1 year of continuous trestment, a patient may be give amaximum 2-
week supply of take-home medication.

(vii) After 2 yearsof continuoustreatment, a patient may be given amaximum
one-month supply of take-home medication, but must make monthly vigts.

(4) No medications shall be dispensed to patientsin short-term detoxification
treatment or interim maintenance treatment for unsupervised or take-home
use.

(5) OTPs [opiod treatment programs] must maintain current procedures
adequateto identify the theft or diversion of take-homemedications, induding
labeling containers with the OTP' s name, address, and telephone number.
Programsa so must ensure that take-home suppliesare packaged in amanner
that isdesigned to reduce therisk of accidentd ingestion, including child-proof
containers. . . .

42 CFR. §8.12(i).

(h) Exemptions. An OTP may, at thetime of application for certification or any
time thereafter, request from SAMHSA [Substance Abuse and Mental Hedlth
Services Adminigration] exemption from the regulatory requirements set forth
under thissection and § 8.12. An exampleof acaseinwhichanexemption might
be granted would be for a private practitioner who wishes to treat a limited
number of patients in a nortmetropolitan area with few physicians and no
rehabilitative services geographicdly accessble and requests exemption from
some of the staffing and service sandards. The OTP shal support the rationale
for the exemption with thorough documentation, to be supplied in an gppendix to
theinitial gpplication for certification or in asgparate submisson. SAMHSA will
approve or deny such exemptions a the time of application, or any time
theregfter, if appropriate. SAMHSA shdl consult with the appropriate State
authority prior to taking action on an exemption request.

42 C.F.R. §8.11(h).
Also rdevant is the following regulaion:
(& A practitioner may administer or dispense directly (but not prescribe) a
narcotic drug listed in any schedule to a narcotic dependant for the purpose of
maintenance or detoxification trestment if the practitioner meets both of the

fallowing conditions:

(1) Thepractitioner isseparately registered with DEA asanarcotic treatment
program.

38



(2) Thepractitioner isin compliance with DEA regulaionsregarding trestment
qudifications, security, records, and unsupervised use of the drugs pursuantto
the Act.

21 C.F.R. §1306.07.*

The plaintiff contends that “[w]ith respect to each patient and each instance specified in the Facts,
CAPwas not in compliance with the regulationsfor the unsupervised use of controlled substances because
CAP provided unsupervised or ‘ take-home methadoneto patientsthat did not qudify for theprivilege. . ..

Moreover, in those instances, CAP failed to obtain a Section 8.11 exemption . ...” Plantiff’sSIMotion
at 6-7. Count 4 of the Second Amended Complaint alegesthat CAP knowingly dispensed methadonein
violation of 42 C.F.R. 8 8.12(i) and, in so doing, violated 21 U.S.C. 88 829(a) and 842(a)(1). Second
Amended Complaint (Docket No. 37) 11 377-83. Those statutes provide as follows:

Except when dispensed directly by apractitioner, other than apharmaci<, to
an ultimate user, no controlled substance in schedule 11, which is a prescription
drug as determined under the Federad Food, Drug, and Cosmetic Act, may be
dispensed without the written prescription of a practitioner, except that in
emergency Stuations, as prescribed by the Secretary by regulation after
consultation with the Attorney Genera, such drug may be dispensed upon ora
prescription in accordance with section 503(b) of that Act. Prescriptionsshdl be
retained in conformity with the requirements of section 827 of this titte. No
prescription for a controlled substance in schedule 11 may be refilled.

21 U.S.C. §829(a).

(@) Unlawful acts
It shdl be unlawful for any person —

* The plaintiff points out that a different version of 21 C.F.R. § 1306.07 wasin effect at thetime of the alleged violations,
which provided: “(a) The administering or dispensing directly (but not prescribing) of narcotic drugs listed in any
schedule to a narcotic drug dependant person for ‘detoxification treatment’ or ‘maintenance treatment’ . . . shall be
deemed to be within the meaning of theterm ‘in the course of his professional practice or research’ . . . Provided, That the
practitioner is separately registered with the Attorney General as required by section 303(g) of the Act (21 U.S.C. § 83(q))
and then thereafter complies with the regulatory standards imposed rel ative to treatment qualification, security, records
and unsupervised use of drugs pursuant to such Act.” Plaintiff’s SIMotion at 9.
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(1) who issubject to the requirements of part C to distribute or dispense
acontrolled substance in violation of section 829 of thistitle. . . .

21 U.S.C. §842(a)(1). “Part C" is21 U.S.C. 88 821-30. Thedefendant doesnot contend that it isnot
subject to the requirements of part C. Also rdevant isthe statutory definition of “digoense’ for purposes of
section 829(a).
The term “dispensg’” means to deliver a controlled substance to an ultimate

user or research subject by, or pursuant to the lawful order of, a practitioner,

including the prescribing and administering of a controlled substance and the

packaging, labeling or compounding necessary to preparethe substancefor such

delivery. Theterm* dispenser” meansapractitioner who so deiversacontrolled

substance to an ultimate user or research subject.
21 U.S.C. 8§ 802(10). Theplantiff contendsthat the"split-dosing” practiced by the defendant constituted
the provison of methadone, a controlled substance, by an unlawful order and, “[a]ccordingly, CAP's
conduct repeatedly violated Section 829 .. ...” Plaintiff’s SIMotion at 8.

The defendant takes the pogtion that “[t]here is a genuine issue of fact whether a *split dose
conditutes ‘unsupervised' use” Defendant’'s Oppostion to Plantiff’s Motion for Patid Summary
Judgment, etc. (“Defendant’'s SJ Opposition”) (Docket No. 142) at 6. It points out that the term
“unsupervised” isnot defined in theregulations. Id. It contendsthat it was* managing” the split-dosegiven
to the patients at 1ssue because they were required to cometo the clinic every day for thefirst portion of the
dose and could be monitored and eva uated before being given the second portion to take away with them.

Id. It offersthe opinion of itsexpert witnessthat asplit-dose regimen differsfrom atake-homedoseandis
not unsupervised. Id. at 7-8. It dso offers the opinion of “[t]he Maine officids respongble for licenang

methadone dinics’ (dthough it citesthe opinion of only one such individud) “that ‘ split doses' are different

from *take homes,’ and do not require the same degree of regulatory approva.” Id. a 8. It aso asserts
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that “[r]egulators’ in Missouri and Florida “both followed the same gpproach as Maine did in 2001 to
2003 1d. at 9.

| begin with thefact that the defendant does not offer any evidenceto the effect that satelicensing
agencies are empowered to apply or enforce the federd regulations at issue here or that the responsible
federd officids defer to State agenciesin thisrespect. Accordingly, how any employee of adtatelicensing
agency views or interprets the federd regulations is irrdevant to the question whether the defendant has
violated those regulations. | will not congder the defendant’ s last two arguments further.

Next, it gppearsthat the defendant has mischaracterized adispute over the proper interpretation of
the gpplicable regulations as one of fact. Congruction of statutes and regulationsis amatter for the court,
not for the opinion testimony of experts, however qudified they might be. United Satesv. Snclair, 74
F.3d 753, 758 n.1 (7th Cir. 1996) (“ Our own cases have determined that Federal Rules of Evidence 702
and 704 prohibit experts from offering opinions about legal issues that will determine the outcome of a
cae”); Berry v. City of Detroit, 25 F.3d 1342, 1353 (6th Cir. 1994) (“It is the responsibility of the
court, not testifying witnesses, to definelegd terms”). See generally Nieves-Villanueva v. Soto-Rivera,
133 F.3d 92, 99 (1st Cir. 1997) (error to dlow witness to testify that appointments at issue were in
violation of law).

Read in context, 42 C.F.R. §8.12(i) equates“take-homeuse’ with “unsupervisedu2” It may not

reasonably be read to distinguish between the two terms. That being the case, the defendant’ s attempt to

% The plaintiff has moved to supplement its response to the defendant’s statement of additional facts with newly-
discovered information relevant to this argument. Motion for Leave to Supplement the Government’s Reply to CAP's
Additional Facts (Docket No. 157). The defendant does not object to thismotion. Defendant’s Response to Motion for
Leave to Supplement (Docket No. 161) at 1. Becauseit is advisable that the material included in the plaintiff’s motion
become part of the record of this case, the motion is GRANTED, but for the reasons stated in the text, | have not
considered any of that material in preparing this recommended decision.
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define “unsupervised” as something other than its “split-dose” regimen for certain patients mugt fail. This
reading of theregulation is buttressed by the statement of the purpose of the regulation: to limit the potential
for diverson of methadoneto theillicit market. Requiring apatient to vist the clinic once aday to consume
haf of hisdally dose of methadone does nothing to limit the potentia for the diverson of the haf of the dose
which that patient then carriesaway fromthedinic. Thedinic may wel be*managing’ the trestment of the
patient with this regimen, but that is not the purpose of the regulation.

That sad, itisnot possbleto determine from the summary judgment record whether for each of the
patients at issue the defendant’s medicad director “consdered” the eight-point criteriaof 42 CF.R. 8§
8.12(i)(2). Without examining each patient’ sentireindividual medica record, it isnot possibleto determine
whether that record documents*[s]uch determinationsand the basisfor such determinations.” 42C.F.R. 8§
8.12(i)(3). The plaintiff has provided facts about certain patients with respect to one or more of the
criteria, but not dl. E.g., Plaintiff’ sSMF 1118-25, 28, 35-37, 39, 44, 46-47, 52, 58-59, 64, 69, 75-76,
85-86, 93-94, 97, 164, 171, 201-03. However, the regulation requires the medica director to consider
each of the criteriaand doesnot make any one or more of the criteriadeterminative of the question whether
the patient is “respongiblein handling opioid drugs.” 42 C.F.R. §8.12(i)(2) & (3). With oneexception,’
in eech caseinwhich the plaintiff includesin its Satement of materid factsthe assertion that the defendant’s
medicd director did not document consideration of the 8- point criteriain the patient’ srecord, the defendant
denies the assertion and the denid is properly supported by the affidavit of Kathy M. Alarie. Plantiff’'s

SMF 111189, 99, 104, 109, 115, 120, 130, 135, 140, 145, 150, 155, 160, 166, 173, 178, 183, 192, 197,

% The one exception is paragraph 125, where the defendant did not includein its denial the factual allegations based on
the Alarie affidavit and a citation to the Alarie affidavit. Defendant’s Responsive SMF { 125. During a telephone
conference on October 12, 2006 counsel for the defendant confirmed that this was an oversight and counsel for the
plaintiff had no objection to the court’ s consideration of paragraph 125 asif it had been so supported.
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205; Defendant’ s Responsive SMF 11189, 99, 104, 109, 115, 120, 130, 135, 140, 145, 150, 155, 160,
166, 173, 178, 183, 192, 197, 205; Affidavit of Kathy M. Alarie (Attachment 3 to Docket No. 144)
16-17. Theplaintiff accordingly cannot be entitled to summary judgment on the basis of thisdleged failure
to comply with the regulation.

The plaintiff dso contendsthat the defendant violated 42 U.S.C. §8.12(i) by providing split doses
to patientswho did not qudify under the “time-in-treatment” requirementsof section 8.12(i)(3). Plaintiff’s
SIMotion at 6-7. Thisargument isbased on thefollowing paragraphs of the plaintiff’ s tatement of materia
facts: 30, 38, 45, 53, 60, 65, 70, 77, 81, 87, 95, 103, 108, 114, 119, 124, 129, 134, 139, 144, 149, 154,
159, 165, 170, 177,182, 187, 191, 196, 204. Thedefendant providesan identical denial to each of these
paragraphs. “DENY. CAP Qudity Care denies that a $plit dose was treated identicaly as a take home
dose” Defendant’s Responsive SMF 11130, 38, 45, 53, 60, 65, 70, 77, 81, 87, 95, 103, 108, 114, 119,
124, 129, 134, 139, 144, 149, 154, 159, 165, 170, 177, 182, 187, 191, 196, 204.”® The defendant’s
citation to the affidavit of itsexpert witnessin support of each denid makesclear that it isdenying that agplit
doseistheequivaent of atake-homedosefor purposes of the gpplicableregulation, alega question which
| have dready decided in favor of the plaintiff. In addition, the denid is not responsve to the factud
assertion in eech listed paragraph of the plaintiff’ s Satement of materia facts and accordingly should be

disregarded. In each case, the defendant dso admits the factud dlegations. It is clear, once the

% Several of the defendant’ s responses also include additional denials based on the assertion that its corporate designee
under Fed. R. Civ. P. 30(b)(6), in some but not all of the instances in which the plaintiff cited that deposition, “was
equivocal in those particular answers and does not meet the requirements of competency set forth in F.R.E. 602,”

Defendant’s Responsive SMF 11 38, 53, 77, 81; or based on the assertion that “the citation to Weiss Dep. at 131-32 is
unsupported by the record because there is afactual dispute, see Affidavit of Kathie[sic] Alarieat 1113, 15,” id. 11103,
108, 119, 154, 182, 187, 191. In each instance, the plaintiff has provided citations to other portions of the summary
judgment record that support the factual assertions at issue, so the denial does not controvert the factual assertions
themselves, which the defendant hasin any event admitted.
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defendant’ slegd argument is rgected, that the provison of split dosesto each of these patientsdid violate
the time-in-treatment requirements of 42 C.F.R. § 8.12(i)(3).%
That is not the end of the matter, however. The complaint dlegesviolations of satutes, not just of

the regulaion. The plantiff contends that the regulatory violation condtitutes a violation of 21 U.S.C. 8
829(a), which triggersanumber of civil pendties, because the take-home methadonewas provided to these
patients“without alawful order.” Second Amended Complaint §381; Plaintiff sSIMotion at 8. However,
even acoepting the plaintiff’ sargument that the defendant’ sconduct in providing “ split-dose” methadoneto
the patients a issue “does not qudify as ‘digpenang’ [under 21 U.S.C. § 802(10)] because. . . it was
pursuant to an unlawful order,” Plantiff’s SIMotion a 8 (emphagsinoriging), it does not follow that the
defendant’s “split-dose” regimen necessarily violated section 829(a). I, according to the plaintiff’s
argument, the “solit-dose” methadone was not * dispensed directly by” the defendant “to an ultimate user,”

then section 829(a) requires thet it be dispensed by written prescription. 21 U.S.C. § 829(a). The
plaintiff’ s statement of materid factsisslent on the question whether written prescriptions were provided for
the patients at issue here. 1t isnot apoint on which the evidentiary burden may be satisfied by the drawing
of an inference, because drawing such an inference from the summary judgment record would be nothing
more than speculation. The defendant has provided no evidence on this point, ether, so neither Sde is

entitled to summary judgment on this dlegation.

® The plaintiff’s contention that the defendant also violated 42 C.F.R. § 8.11(h) by failing to obtain an exemption for each
of these patients, Plaintiff’s SIMotion at 2-3, also appearsto be correct, Plaintiff’s SMF {131, 40, 49, 55, 61, 66, 71, 78, 82,
90, 100, 105, 110, 116, 121, 126, 131, 136, 141, 146, 151, 156, 161, 167, 174, 179, 184, 188, 193, 198, 206. | rgject the defendant’'s
qualification of each of these paragraphs that “a split dose . . . did not require an application for an exemption.”
Defendant’ s Responsive SMF 111 31, 40, 49, 55, 61, 66, 71, 78, 82, 90, 100, 105, 110, 116, 121, 126, 131, 136, 141, 146, 156, 161,
167, 174, 179, 184, 188, 193, 198, 206.



The plaintiff also assarts that the defendant violated 21 C.F.R. 88 1301.74(k) and 1306.07(a),
Pantiff’s SIMotion at 8-9, and that argument gppearsto have merit. However, it doesnot attempt totie
those vidlations to ether of the gatutory violations dleged in the complaint. It is therefore unnecessary to
address the parties concern with the appropriate remedies for the regulatory violations, Defendant’s SJ
Opposition a 9-11; Reply to Defendant’ s Opposition to Plaintiff’ sMotion for Partid Summary Judgment
(Docket No. 150) at 3-4, becausethe plaintiff hasnot established that it isentitled to summary judgment on
the argumentsit has made in connection with its motion.

The defendant’s motion for summary judgment on Count 4 is based on the argument that the
regulations of the Medicaid program, of whichit gpparently contendsthe DEA regul ations discussed above
are a part, do not apply to the defendant because it was not a“provider” under the program due to the
date' s falure to Sgn the Provider Agreement. Defendant’s Maotion for Partid Summary Judgment, etc.
(“Defendant’s SIMotion”) (Docket No. 132) at 2-6. It cites42 U.S.C. 8 1396a(27) for the proposition
that it “must first enter into a* provider agreement’ with[Maine' s| designated Medicaid agency” in order to
seek Medicaid reimbursement. Id. a 3. However, that statutory provision is gpplicable to the Sate
Medicaid agency, not to providers; it requires state plansfor medica assstanceto “ providefor agreements
with every person or ingtitution providing services under the State plan,” and requires the agreements to
contain artain provisons. 42 U.S.C. §1396a(27). In order to participate in the Medicaid program,
providersarerequired to filewith thefederal government an agreement that includes certain provisions. 42
U.S.C. 8 1395cc(a). A provider isdefined by regulation as“any individud or entity furnishing Medicad
services under an agreement with the Medicaid agency.” 42 C.F.R. § 400.203.

The provider agreement signed by the defendant does include the following provison:
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37. Recommendation — ThisAgreement isnot vaid for any provider/supplier

licensed by the Divison of Licenang and Certification unless the Divison has

Sgned the agreement indicating its agreement.
Defendant’s SMF 1 3, 5; Plaintiff’s Responsve SMF 11 3, 5. Nether the Divison of Licenang and
Certification nor any other representative of the Maine Department of Human Services ever Sgned the
agreement. 1d. 16-7. Despite its having submitted clams to and received payment from the Medicaid
program for years after Sgning the agreement, Plaintiff’ sAdditiond SMF 1161, 68, 76; CAP Responsive
Additiond SMF 11 61, 68, 76, the defendant now takesthe position that it was never aprovider to whom
the Medicad regulations were gpplicable because the state agency never executed the written agreement.

The plaintiff responds that “ CAP waived any such argument by failing to assert it as an affirmative

defense” Oppogtion to Defendant’ s Motion for Partiad Summary Judgment (“ Plaintiff’ s SJ Opposition”)
(Docket No. 139) a 4. The defendant responds, in a conclusory and unhelpful fashion, that “[t]he
affirmative defenses set out in the answer to the Second Amended Complaint farly incorporate the
defendant’ s arguments’ and asserts that “[t]he specifics were not known to the defense until May 2006,
long after the pleadings were filed,* when state authorities reveded that they never signed the agreement.”
CAP Qudity Care's Reply to the Fantiff’s Response in Oppaosition to Mation for Partid Summary
Judgment (“ Defendant’s ST Reply”) (Docket No. 149) at 2. | cannot agree that the affirmétive defenses
pleaded by the defendant, Answer, Affirmative Defenses and Demand for Trid by Jury, etc. (Docket No.
45) at 111-14, may reasonably beread to “fairly incorporate’ theargument it now raises. However, | dso

do not agree with the plaintiff that the argument isgppropriately characterized asan affirmative defense. The

only authority cited by the plantiff in support of its waver argument is Jewelers Mut. Ins. Co. v. N.

¥ The defendant’ s answer to the amended complaint was filed on January 31, 2006. Docket. It has made no attempt to
(continued on next page)
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Barquet, Inc., 410 F.3d 2 (1<t Cir. 2005), which it describes as “amilar.” Fantiff’s ST Oppostion at 4.
Inthat case, the First Circuit Stated that any reliance on aspecific Satutory provison “whichisinthe nature
of adatute of frauds’ is an affirmative defense under Fed. R. Civ. P. 8(c). Jewelers Mut. Ins. Co., 410
F.3d at 11. A defensethat the regulations cited asthe basis of aplantiff’ sclam againg adefendant do not
apply to that defendant because a third party failed to comply with a precondition which the third party
imposed on an agreement required by the plaintiff isnot sufficiently smilar to agtatute- of-frauds defense to
come within the terms of Fed. R. Civ. P. 8(c). The plaintiff does not suggest that any other defense
specificaly liged in thet ruleis sufficiently anaogous to the Stuation at hand to permit the court to conclude
that the defendant has waived the defense. While the defendant should have moved to amend its answer
when it became aware of this defense, this matter is ill sufficiently far from going to trid to prevent the
defendant from taking any unfair advantage from itsfailure to do so.

| find more persuasive the plaintiff’ s contention that the cited provison of the agreement does not
apply to the defendant at dl. Paintiff’s SJ Oppodtion a 4-5. By itsterms, the provison gpplies only to
“any provider/supplier licensed by the Divison of Licenang and Certification.” Defendant’s SMF | 5;
Paintiff’s Responsve SMF 5. The plantiff has provided evidence that “at the time CAP became a
MaineCare Provider, theDivison of Licenang and Certification did not license methedone clinics. Instead,
at thet time, the Divison of Licensng and Certification was only responsible for licensang hospitds, home
hedlth organizations and nurang homes.” Plantiff’s Additional SMF ] 79. The defendant’ s objectionsto
this paragrgph on the grounds that it “involves multiple statements in one paragraph” and dtates a legd

conclusion, Defendant’ s Responsive Additional SMF ] 79, have dready been overruled. The defendant

amend its affirmative defenses in any substantive manner since then. See Answer to Second Amended Complaint
(continued on next page)
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also contendsthat the authority cited for the paragraph, the declaration of Marc Fecteau, “ doesnot provide
abassfor aconclusonthat Mr. Fecteau is competent to provide admissible evidence regarding the subject
maiter of {8 within the meaning of Fed. R. Evid. 602" and requeststhat the paragraph be stricken. 1d. To
the contrary, Mr. Fecteau’ s declaration provides adequate information to establish his competence on this
issue. Declaration of Marc Fecteau (Attachment 5 to Docket No. 140) 1. The request to strike the
paragraph is denied. Findly, the defendant purports to deny this paragraph in the following manner:

CAPwaslicensed by the Medicaid Managed Care/Licensing Unit, of theMaine

Department of Mentd Hedth, Menta Retardation and Substance Abuse

Searvices, which became the Licenang Divison of the Maine Department of

Behaviord and Developmenta Services, and which was ultimately subsumed by

the Divison of Licenang and Certification of the Mane Department of Hedthand

Human Services.
Defendant’ s Responsive Additional SMF 1/ 79. Thefact that the agency that licensed CAP at the rdlevant
timelater was* subsumed” by the Divison of Licensing and Certification of the Maine Department of Hedlth
and Human Services does not change thefact that at thetime the Provider Agreement was executed by the
defendant, the Division of Licensing and Certification to which it referswas located in an entirely separate
department of state government from the agency that licensed the defendant. Paragraph 79 of theplaintiff’s
statement of additiond factsis deemed admitted. The defendant is not entitled to summary judgment on
Count 4 on the basis of its “never-a-provider” argument.

Evenif thiswere not the case, the caselaw cited by the defendant in support of itsargument onthis

point, Defendant’s STMotion at 3; Defendant’s SJ Reply at 3, isdiginguishable. 1n none of those cases

was an entity that had submitted claims under and received payment from the Medicaid program seeking to

ecape liability under regulations gpplicable to Medicaid providers. Minnesota Developmental

(Docket No. 95).
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Achievement Ctr. Ass n v. Haas-Steffen, 20 F.3d 889, 890 (8th Cir. 1994) (plaintiffs had not entered
into provider agreements); Homan & Crimen, Inc. v. Harris, 626 F.2d 1201, 1209 (5th Cir. 1980)
(interest on notes given by third party for purchase of stock of provider not recoverable by provider under
Medicaid); Town Court Nursing Ctr., Inc. v. Beal, 586 F.2d 266, 269 (3d Cir. 1978) (whether facility
was certified as skilled nurang facility under Medicare provisons); Spectrum Health Continuing Care
Group v. Anna Marie Bowling Irrevocable Trust, 336 F.Supp.2d 697, 707 (W.D. Mich. 2004)
(bdance hilling); Sate of Michigan, Dep’t of Soc. Servs. v. Schweiker, 563 F. Supp. 797, 798
(W.D.Mich. 1983) (whether state could recover federa financid participation for paymentsmadeto fecility
whose provider agreement had expired).

The defendant makes only thisargument in support of itsmation for summary judgment on Count 4.
That motion should be denied.

2. Counts 1-3 (“ False Claims Act” ), 5 (* Common Law Fraud”), 6 (* Payment By Mistake Of
Fact”).

The defendant makes the same argument that it madeas to Count 4 with respect to Counts 1-3and
5-6. Defendant’s SJ Motion at 2-6. For the reasons aready discussed, it is not entitled to summary
judgment on this basis.

3. Claimsarising from paragraphs 356-67 (Section caption: “ Medical Practice Without A Maine
License").

The defendant contendsthat it is entitled to summary judgment “on any clamsthat Dr. Shinderman
practiced medicine after hislicense expired,” dthough it does not identify any such clams by count of the
second amended complaint. Defendant’s SJ Motion a 6-8. It asserts that the plaintiff “has failed to
produce any evidence showing that MaineCare was charged for the services provided by Dr. Shinderman .

.. or that Dr. Shinderman was the sole qudified professona who signed and authorized the trestment

49



plans’ and that thisfalure entitlesit to summary judgment on clamsarising from Paragraphs 356-67 of the
second amended complaint. 1d. at 7-8.

The plaintiff responds that it “will not request a monetary recovery for the conduct aleged in
paragraphs 356 to 367 of the Second Amended Complaint.” Plaintiff’s SJOppogtionat 7. It goesonto
assart that this “sipulation” does not require “dismissa” of any count in the second amended complaint
“dnce none is addressed particularly to Shinderman’s practice of medicine without alicense” 1d. The
defendant is accordingly entitled to summary judgment on any clams arisng from paragraphs 356-67.

4. Claimsarising from paragraphs 313, 316-18, 322-23 and 325 (regarding individualized patient
treatment plans).

The defendant contends that it is entitled to summary judgmentson any dams arising from
dlegations that the defendant failed to prepare trestment plans for patients M 357, M496, M513, M538,
M796, M815 and M 888, as st forth in paragraphs 313, 316-18, 322-23 and 325 of the second amended
complaint. Defendant’s SIMotion a 8-11. Thisisso, it asserts, because these patients were treated for
periods of time too short to trigger the regulatory requirement to prepare an individualized treatment plan.
Id. The plaintiff responds that the defendant trested these seven patients“ for lessthan 8 weeks, [s0] there
would be no Medicaid recoupment even though CAP s treatment planwasnot individudized.” Plantiff’'s
SJIOppostionat 7. It assertsthat it “will not request monetary recovery dueto thelack of anindividudized
treatment plan for those seven patients.” 1d. Again, it states that this “stipulaion does not cdl for the
dismissa of any Count in the Second Amended Complaint Since noneis addressed to those specific seven

patients.” Id. The defendant is accordingly entitled to summary judgment on any such dams.
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5. Count 9 (* Controlled Substance Violations —Liquid Methadone Inconsistent ‘ Star’ and ‘End’
Counts’).

The defendant contends that it is entitled to summary judgment on Count 9 because “there isno
obligation to keep start or end counts [of liquid methadone] and make them consgtent.” Plantiff's SJ
Motionat 11-12. Specificdly, it assartsthat “thereisno DEA regulation requiring aregistrant to maintain a
weekly or daily inventory, or requiring that the start count for oneweek’ srecords match|] the end count for
the previousweek’ srecords.” Id. at 12. It cites21 C.F.R. § 1304.21(a) for the proposition that it was not
required to maintain a perpetud inventory. Id. at 11-12. Count 9 dlegesthat the start counts of liquid
methadone in the defendant’s records for 11 specific weeks failed to match the end counts for the
immediately preceding week and that the defendant’ sfailureto reconcile those discrepancies was negligen.

Second Amended Complaint f1434-43. The plaintiff seeks pendties “pursuant to the DEA record-
keeping regulations,” which are not otherwise specified. 1d. § 444.

The plaintiff first asserts that the defendant’s motion on this count and others brought under the
Controlled Substances Act should be denied because the defendant “ cites no legd authority that would
justify” itsapproach of selecting certain discrepancieslisted in the second amended complaint “and arguing
that, inisolaion, eachisnot sufficiently ‘ substantiad’ for theimposition of liability or pendties” Plantiff’sSJ
Oppostion at 7-8. The plaintiff offers no legd authority to support its contrary postion.

Theonly regulation cited by the partiesin connection with their argumentswith respect to this count
is21 U.S.C. § 1304.21(a), which provides:

Every registrant required to keegp records pursuant to § 1304.03 shdl maintain
on a current bass a complete and accurate record of each such substance

manufactured imported, received, sold, ddivered, exported, or otherwise
disposed of by him/her, except that no registrant shal be required to maintain a

perpetud inventory.
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21 C.F.R. § 1304.21(a). Thereis apparently no dispute that the defendant is required to keep records
pursuant to 21 C.F.R. § 1304.03.

| do not read Count 9 to allege that the defendant was required to maintain a perpetua inventory.
Second Amended Complaint 11433-44. Nor do | read Count 9 asdleging that each particular example of
adifference between aweek-end count of liquid methadone and the subsequent week’ s starting count was
itsdf necessarily aviolation of “the DEA record-keeping regulations.” 1d. The plantiff disclamsany intent
s0 to dlege. Paintiff’s SJ Oppostion a 12. The cited regulation merely requires that a complete and
accuraterecord bemaintained “on acurrent bass.” A pattern of discrepancies could well be consdered to
demongrateafalureto comply with theregulation. Contrary to the defendant’ sassertion, the plaintiff isnot
“atempt[ing] to create arequirement that the start and end counts be judtified.” Defendant’ s STMotion at
12. The plaintiff is charging that, absent some recorded reason for the discrepancies, the discrepancies
between the two numbers are evidence of anincomplete and/or inaccuraterecord. Again, contrary to the
defendant’ s argument, whether the plaintiff can * show that the amounts reflected in the end counts and the
gtart counts were incorrect,” id., isnot determinative onthisclaim. The counts arethe counts recorded by
the defendant. They differ in a 9gnificant and as yet unexplained way that, sanding done, may provide
evidence of fallureto comply with theregulation. Nothing moreisnecessary with respect to thiscount. The
defendant’ s motion for summary judgment on Count 9 should be denied.

6. Count 10 (“Controlled Substance Violations—Liquid Methadone Failure to Report Inconsistent
‘Sart’ & ‘End’ Counts’).

This count alleges that the defendant’ s failure to report the discrepancies in its liquid methadone
count in violation of 21 C.F.R. § 1301.74(c). Second Amended Complaint 1 446-48. The defendant

contendsthat the regulation only requiresit to report “any theft or sgnificant loss of any controlled substance
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upon discovery of such theft or loss,”*" that the DEA hasno evidence of any theft fromits stocks, and that
the discrepancies at issue are not “sgnificant.” Defendant’ sSIMoation at 12-13. It assertsthat nine of the
eleven discrepancies listed by the plaintiff “are less than one-tenth of one percent” and “there can be no
genuineissuethat adiscrepancy for these nine weeksfallsto qudify assgnificant.” 1d. at 13. It statesthat
it is“entitled to summary judgment on these ninecdams” Id.

However, as was the case with Count 9, the second amended complaint does not dlege eeven
separate violations of the regulation at issue. Rather, it alegesin one paragraph that the defendant never
reported the discrepanciesin these eleven weeks and seeks “up to eeven (11) perdties’ under “the DEA
record-keeping regulations.” Second Amended Complaint 111 446, 448. In addition, when aterm ina
regulation isundefined, asis“sgnificant” in section 1301.74(c), the term must not be applied in avacuum,
where a discrepancy of less than one-tenth of one percent might seem to the casua observer not to be
sgnificant, but rather must be applied and construed in light of the circumstances of each case and the
purpose of theregulation. Insuch Stuations, courtsroutingly turn toany interpretationissued by the agency
that issued the regulation under consderation and, so long astheinterpretation isreasonable, defer to that
interpretation. Edmondsv. Chao, 449 F.3d 51, 57 (1st Cir. 2006). Here, the DEA hasissued guiddines
interpreting itsregulationswhich state, regarding the use of theword “sgnificant” in this context, asfollows:

Regarding “sgnificant loss” there isno single objective standard that can be
edtablished and gpplied to al regidrants to determine whether a loss is
“ggnificant.” Any unexplained loss or discrepancy should bereviewed within the
context of aregidrant’s business activity and environment. What condtitutes a
sgnificant lossfor oneregistrant may be construed as comparatively inggnificant

for another. A manufacturer may experience continuous losses in the
manufacturing process due to, for example, amospheric changes or mixing

3 “The registrant shall notify the Field Division Office of the Administration in his area, in writing, of any theft or
significant loss of any controlled substances within one business day of discovery of the theft or loss.” 21 C.F.R.
§ 1301.74(c).
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procedures. Such losses may not be deemed by the registrant to be significant
and may be recorded in batch records. Conversdly, for registrants other than
manufacturers, therepesated loss of small quantities of controlled substances over
a period of time may indicate a significant aggregate problem that must be
reported to DEA, even though the individua quantity of each occurrenceis not
sgnificant.

Individua regigtrants should examine both their business activities and the
externd environment in which those business activities are conducted to
determine whether unexplained losses of controlled substances are significant.
When in doubt, registrants should err on the sde of caution in derting the
appropriate law enforcement authorities, including DEA, of thefts and losses of
controlled substances.

Reports by Registrants of Theft or Significant Loss of Controlled Substances, 70 Fed.Reg. 47,094-01
(Aug. 12, 2005) at *47095. While this commentary to the DEA’s amendment of 21 C.F.R. 8§ 1301.74
was published more than eighteen months after the events giving riseto thislawsuit, it nonethel ess provides
the court with DEA’s interpretation of the regulation from the time of its inception. Seeid. at *47094
(“There had been some confusion as to what condtitutes asignificant loss. . . .").

In addition, the regulation itsef now lists factors to be considered in cetermining whether a
discrepancy is “ggnificant,” none of which involves comparing the amount of the discrepancy to the tota
amount of the controlled substance on hand.

When determining whether alossis sgnificant, a registrant should consider,
among others, the following factors:

(1) Theactua quantity of controlled substances logt in relation to the type of
business,

(2) The specific controlled substances logt;

(3) Whether the loss of the controlled substances can be associated with
access to those controlled substances by specific individuas, or whether the
loss can be dtributed to unique activities that may take place involving the
controlled substances,

(4) A pattern of losses over aspecific time period, whether the losses appear
to be random, and the results of efforts taken to resolve the losses; and, if
known,



(5) Whether the specific controlled substances are likely candidates for
diverson;
(6) Locd trends and other indicators of the diverson potentia of the missing
controlled substance.
21 C.F.R. 8 1301.74(c). Thesefactorswere proposed to be added to the regulation on July 8, 2003. Id.
The liquid methadone inventory discrepancies at issue occurred between November 19, 2001 and
September 14, 2003. Second Amended Complaint {1 430.
The defendant asserts that “[h]ad the plaintiff sought asingle pendty for the entire period . . . then
CAP concedes that summary judgment would not be appropriate here. The plaintiff has elected not to
follow that course. For example, . .. Count 10dlegesthat CAPisliablefor . . . eeven[] separate $10,000
finesfor faling to report the discrepanciesto the DEA.” Defendant’s SIReply a 4. In fact, the plaintiff
asks for up to deven fines. Second Amended Complaint 1 448 (“the Court should assess CAP up to
eleven (11) pendties’) (emphasis added). That necessarily includes asingle fine. Pleading for arange of
remedies may not be used to limit the plaintiff to one requested remedy and then alow the defendant to
obtain summary judgment on the basis of the implications of that Sngle remedy.
This court should not hold, as a matter of law, that the discrepancies involved in the defendant’s

records of liquid methadone are not sgnificant. The defendant is not entitled to summary judgment on

Count 10.
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7. Count 11 (* Controlled Substance Violations— Liquid Methadone DoPi System Shortages and
Overages’).

In Count 11, the plaintiff dleges that the defendant’s liquid methadone inventory reveded an
inconsistency between the amount of methadone apparently dispensed and the amount of methadone
recorded as dispensed under the defendant’ s DoPi system for 92 of 94 weeks, that the defendant never
reconciled the missing or extramethadone and that “ pursuant to the DEA record- keeping regulations,” this
aleged negligence should result in the assessment of “ up to ninety-two (92) pendties.” 1d. 450, 454-55.

The defendant contends that “[t|he DEA regulations do not require CAP to maintain a computerized
cdculation of the amount dispensed to its patients,” nor do they require CAP “to ‘reconcile the
incons stencies between CAP sdispensing recordsand CAP sDoPi system,” asdleged inthe Complaint.”

Defendant’s SJMotion at 14.

The defendant does not identify the regulationsto which it refers with respect to this count. The
plaintiff’'s response does not address the counts separately. Plaintiff’s SJ Opposition a 7-13. The
defendant refers to paragraph 49 of its statement of materia facts. Defendant’s SIMotion at 14. In that
paragraph, the defendant asserts. “It is customary for there to be some discrepancies in these types of
records, the manufacturersfill some of the bottles with more methadone than listed on the labdl, there are
soills, and some liquid is logt in the pipettes. Fisher Affid. (Ex. E) 19.” Defendant's SMF 149. The
gatement of materid facts citesthe affidavit of Louis Fisher, the defendant’ s designated expert witness, as
authority for thisassertion, and the citation does support it. Affidavit of LouisFisher (Exh. E to Docket No.
131) 11 9. The plaintiff denies this paragraph, asserting that “[u]nder DEA record-keeping requirements,
thereisno written acceptable variance, . . . and thereare mechanismsfor aregistrant to account for overfills

and qoills” citing the deposition of Jo Anne Masar and the affidavit of John Buckley. Plaintiff’s Responsive
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SMF 4 49. The cited paragraph of the Buckley declaration supports the first quoted assertion, dbet in
somewhat different language. Declaration of John Buckley (Attachment 1 to Docket No. 140) §11. The
cited pages of the deposition of Jo Anne Masar support dl but the assertion that there is amechaniam to
account for spills. Deposition of Jo Anne Masar (Exh. D to Docket No. 131) (“Masar Dep.”) at 93-94,
163.

The plaintiff’s only argument on this count posits a clam that the second amended complaint does
not make. The complaint does not dlege that the defendant was required to maintain a computerized
cdculation of theamount of liquid methadone dispensed toits patients. Instead, it dlegesthat the defendant
failed to comply with 21 U.S.C. § 827(a)(3), 21 C.F.R. § 1304.11 and 21 C.F.R. § 1304.21. Second
Amended Complaint 11 404, 407-08, 454-55. The evidence on this count proffered by the defendant is
disputed by the plaintiff. Even if it were not, the plaintiff’s argument goes to the weight to be given the
evidence of discrepancies, the proffered evidenceisnot dispostive. The statute and regulation cited by the
plaintiff may reasonably be construed torequirethe reconciliation aleged by the second amended complaint
to be missng from the defendant’ srecords. Under al of these circumstances, the defendant is not entitled
to summary judgment on Count 11.

8. Count 12 (“ Controlled Substance Violations — Failure To Report Liquid Methadone DoPi
Shortages and Overages’).

This count aleges that defendant failed to report the discrepancies in its inventories of liquid
methadone discussed in Count 11 to the DEA “pursuant to the DEA record-keeping regulations.” 1d. 111
457-58. The defendant repesats the argument that the magnitude of the discrepancy between the amount of
“missng” or “extrd’ liquid methadone in forty-eight of the ninety-two weeks at issue and the defendant’s

tota amount on hand at the time was so smdl| that those discrepancies cannot have been “sgnificant” and
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therefore no requirement that it report those discrepancies could have gpplied to those weeks asametter of

law. Defendant’s SIMotion at 14. For the reasons aready discussed, the court should not make such a
ruling on the basis asserted by the defendant. The motion for summary judgment on portions of this count
should be denied.

9. Count 14 (“ Controlled Substance Violation —Tablet Methadone Inconsistent * Sart’ & ‘End’
Counts’).*

In this count, the second amended complaint aleges that the defendant failed to reconcile
di screpanci es between week-ending and immediatdly following week- sarting counts of methadonetablets
for twel ve specific weeks, in violation of “DEA record-keeping regulations.” Second Amended Complaint
19 466-71. The defendant repests its arguments with respect to the similar claims about liquid methadone
st forthinitsargument with respect to Count 9. Defendant’sSIMotion at 14-15. For the reasonsaready
discussed in connection with Count 9, the motion on this count should be denied as well.

10. Count 15* (Controlled Substance Violations—Tablet Methadone Failure To Report Incons stent
‘Sart’ & ‘End’ Counts’).

Like Count 10, Count 15 dleges that the defendant’ sfailure to report the discrepanciesinvalving
methadone, this time in tablet form, set forth in Count 14 violated 21 C.F.R. 8§ 1301.74(c). Second

Amended Complaint Yl 473-75. The defendant repesats the argument it made with respect to liquid

¥ Under the heading “Controlled Substances Act Issues,” the defendant starts its introductory paragraph with the
statement “ Counts 9 through 20 allege that CAP violated various regul ations rel ating to record-keeping requirements.”
Defendant’s SIMotion at 11. The plaintiff apparently interpretsthis statement as an assertion that the defendant seeks
summary judgment on al of these counts. Plaintiff's SJ Opposition at 7-13. However, the defendant specifically
addressesin its motion only certain counts between Count 9 and Count 20, and the only conclusion to be drawn from this
approach is that summary judgment is not sought on those counts not specifically addressed.
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methadone. Defendant’ s SIMotion at 15-16. For the reasons discussed in connection with Count 10, the
motion for summary judgment on this count should aso be denied

11. Count 16 “ (Controlled Substance Violations— Tablet Methadone DoPi System Shortages And
Overages’).

Like Count 11 with respect to liquid methadone, Count 16 aleges that the defendant’ s failure to
reconcile the discrepancies in its tablet methadone records violates “ DEA record-keeping regulations.”
Second Amended Complaint {1 477-82. The defendant makes the same argument with respect to this
count that it made in connection with Count 11, although it concedesthat counting tablet methadoneis*® not
as complicated asliquid methadone” for the purpose of maintaining an inventory. Defendant’ sSIMotion at
16. For the reasons discussed in connection with Count 11, the defendant is not entitled to summary
judgment on Count 16.

12. Count 17 (* Controlled Substance Violations — Tablet Methadone Failure To Report DoPi
System Shortages And Overages’ ).

Count 17 repeets the dlegations of Count 12, which dedt with liquid methadone, with respect to
failure to report to the DEA the missing or extra methadone tablets shown by comparison of its records.
Second Amended Complaint 1 484-85. Thedefendant makesthe same argument in connection with this

count that it did with respect to Count 12, including the assertion that it isentitled to summary judgment with

* Inits reply memorandum, the defendant for the first time contends that it is entitled to summary judgment with respect
to Week 62 on this count because “the plaintiff does not contest that the starting count for Week 62 isidentical tothe
end count of the previousweek.” Defendant’s SJReply at 5. Itistruethat the chart included in the defendant’ sinitial
motion, Defendant’ s SIMotion at 15, and in its statement of material facts, Defendant’s SMF {50, both show identical
numbers for the start count and previous end count for week 62. However, the plaintiff’ s response to that paragraph in
the defendant’ s statement of material facts was aqualification, asserting that “ CAP' sreference to Week 62 as aweek with
0% discrepancy is an erroneous reference to the wrong week; at the deposition of Jo Anne Masar, the undersigned
counsel corrected the record and pointed out that the government was alleging a discrepancy in week 62, not week 61.”
Plaintiff’s Responsive SMF { 20. What counsel for the plaintiff said at that deposition was that he was amending the
complaint to allege that the discrepancy was between the beginning count of Week 61 and the end count of week 60.
Masar Dep. at 230. The defendant’s portrayal of the allegation as remaining one involving Week 62 in its motion filed
(continued on next page)
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respect to some of the weeksincluded in the dlegationsin Count 17. Defendant’s SJMotion at 16-17.
The defendant is not entitled to summary judgment on Count 17 for the reasons set forth in my discussion of

Count 12.

four months|ater isclearly incorrect. Inany event, an argument raised for the first timein areply memorandum will not be
considered by this court. SeeInre One Bancorp Sec. Litig., 134 F.R.D. 4, 10n.5(D. Me 1991).
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13. Count 19 (* Controlled Substance Violations — Inaccurate Biennial Inventory”).

This count dlegesthat CAP is required to make a complete and accurate record of all stocks of
methadone on hand every two years (an exercise that is known as a “biennid inventory”), that a folder
seized during execution of the search warrant on September 9, 2003 labeled “Biennid Inventory due
10/3/03" included a page with the defendant’s biennid inventory dated April 30, 2003 which was
incong stent with the defendant’ s printout fromits DoPi system dated April 30, 2003, that handwritten notes
on the April 30, 2003 DoPi printout reflect that the defendant had knowledge of the discrepancy prior to
the execution of the search warrant, and that the defendant knew or should have known of the discrepancy
before September 9, 2003 but failed to reconcile it, thereby violating DEA record-keeping regulaions
requiring the maintenance of an accurate biennid inventory. Second Amended Complaint {1 496-512.

The defendant contends that its biennid inventory “was not due until October 2003” and that it
accordingly was “smply not required to have an accurate biennid inventory a the time of the raid.”
Defendant’s SIMotion at 17. The plaintiff responds that “dthough CAP may not have been required to
takeits biennia inventory until October of 2003, CAP s own paperwork indicates that it chosetotakeits
biennia inventory on April 30, 2003, whichisthe date that CAP sgned and dated theinventory.” Rantff's
SJ Opposition at 13.

Asthe governing statute provides.

(1) [E]very registrant under thissubchapter shdl, onMay 1, 1971, or assoon
theresfter as such regidrant first engages in the manufacture, distribution, or
dispensing of controlled substances, and every second year thereefter, make a
complete and accurate record of al stocks thereof on hand, except that the
regulations prescribed under thissection shall permit each such biennid inventory
(following theinitia inventory required by thisparagragph) to be prepared on such
regisrant’ sregular generd physicd inventory date (if any) whichisnearest toand

does not vary by more than sx months from the biennid date that would
otherwise apply . . . .
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21 U.S.C. §827(a)(1). The applicable regulation makes this even more clear.

(c) Biennid inventory dete. After theinitid inventory istaken, theregistrant shal

takeanew inventory of al stocksof controlled substances on hand &t least every

two years. Thebiennid inventory may be taken on any date which iswithin two

years of the previous biennid inventory date.
21 C.F.R. 8 1304.11(c). If thereisconfusion about whether the defendant intended the label onitsfileor
the date and title on the document indde the file to be determinative, the summary judgment record reflects
that such confuson was created by the defendant. In light of the conflicting dates, the defendant is not
entitled to summary judgment on the basis that the biennid inventory was not due until a dete fter thefile
was sei zed, asthe defendant gppearsto havetaken such aninventory, asit was entitled to do, some months
before thefilewas seized. Thisis precisdy the sort of issue that must be sorted out by a factfinder.

[11. Conclusion
For the foregoing reasons, (i) thedefendant’ s motion to exclude (Docket No. 133) iSDENIED:; (i)

| recommend that the plaintiff’s motion for summary judgment on Count 4 be DENIED; and (iii) |
recommend that the defendant’s motion for partid summary judgment be GRANTED asto any dams

arising from paragraphs 313, 316-18, 322-23, 325 and 356-67 of the Second Amended Complaint and

otherwise DENIED.

NOTICE

A party may file objections to those specified portions of a magistrate judge’s report or
proposed findings or recommended decisions entered pursuant to 28 U.S.C. § 636(b)(1)(B) for
which de novo review by the district court is sought, together with a supporting memorandum
andrequest for oral argument beforethedistrict judge, if any issought, within ten (10) days after
being served with a copy thereof. A responsive memorandum and any request for oral argument
before the district judge shall be filed within ten (10) days after the filing of the objection.
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Failureto file a timely objection shall constitute a waiver of the right to de novo
review by the district court and to appeal the district court’s order.

Dated this 7th day of December, 2006.

Plaintiff
USA

V.
Defendant
CAP QUALITY CARE INC

/s David M. Cohen

David M. Cohen
United States Magistrate Judge
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